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Chapter 1

Introduction

In truth,
whatever is worth doing at all,
is worth doing well

(Philip Dormer Stanhope)
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Introduction

Introduction

The difficulty of applying shared decision-making (SDM) can be well illustrated
by a clinical example. Patients facing the diagnosis of breast cancer have a choice
between breast-conserving surgery (lumpectomy) or amputation of the entire
breast (mastectomy). Radiation is normally necessary after a breast-conserving
operation, but this is not common after a mastectomy. The 10-year survival hardly
differs between patients who undergo one or the other procedure: it is equally
safe, but the cosmetic consequences are different. In theory, there may also be
an option to undergo no treatment, but then the tumour will continue to grow and
may eventually cause a wound that becomes painful.

Mrs. Kong-sang is of Chinese descent and has come in with a suspicious spot in her
left breast tissue. She has a limited command of the Dutch language and is accom-
panied by her son who translates parts of the conversation for her.

At the start of the consultation, the breast cancer diagnosis is communicated
to her. In (simple) Dutch she indicates to the surgeon and nurse that she under-
stands the diagnosis. She goes on to say that they “need to remove the entire breast
because she is afraid of the cancer and the possibility of it coming back’. It is clear
to the doctor that the patient prefers a mastectomy, and he confirms the possi-
bility of performing an amputation. The doctor suggests scheduling the surgery
in the short term. He briefly explains what is needed before the procedure can
be performed. The option of breast-conserving surgery is not discussed. She is
referred to the oncologist to discuss whether or not to have chemotherapy.

Then the patient and her son are left with the specialised nurse to be informed of
whatwill happen next. Theyare asked ifthey have any questions. The patient ‘wants
the whole breast gone’. The nurse confirms once again that it has been decided
to amputate the entire breast. She assures the patient that she is well informed
and that the patient is invited to participate in the decision-making process. She
explainsthat SDM is a spearhead for the team and concludes by asking if the patient
has any questions. The patient then starts formulating a question but has difficulty
finding the right words. The patient turns to her son, and they speak briefly in her
native language. Then the son asks the nurse whether ‘removing a small part of
the breasts is also possible’? The nurse responds quickly by indicating that there is
indeed a choice. And that both options are equally safe. The follow-up of the con-
sultation is focused on the advantages and disadvantages of both options and what
the patient considers important. Ten minutes later they decide together to undergo
breast-conserving surgery with radiation.
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This example first seems an easy target for applying SDM, but it is not. The removal

of her entire breast was narrowly avoided. Provided she is well-informed and

involved in the decision-making process, she will make the decision for breast-con-
serving surgery together with her practitioner. It illustrates that:

1. In daily practice, every patient is different and requires a tailored approach
to achieve the desired level of SDM (‘equity’, i.e. adjusting the way individu-
als are considered based on their circumstances so that similar outcomes are
achieved for everyone ™).

2. People become vulnerable when confronted with an (oncological) disease,
which hinders an equal cooperation of clinician and patient, which is a crucial
condition for an optimal process of SDM (‘equality’, i.e. considering individ-
uals equally regardless of their circumstances M. Note: Equality here means
that patient and clinician are equal as people, not that all patients are treated
equally).

3. In practice, several challenges arise in the application of SDM. This requires
an effective and organised effort to strengthen the day-to-day application (im-
plementation).

The example shows that this is particularly challenging for some patients and in
some situations. Although in current practice a certain degree of SDM already
takes place, applying SDM on a desired level and reaching equity and equality
must be perceived as an art that requires skills. One that matters, because patients
may regret choices that were not made after a thorough decision-making process.
What actions could enhance the surgeon and the nurse to maximize the patient’s
chances of making a decision together that best reflects her preferences? This
case also illustrates that SDM is teamwork by definition. It is an interprofessional
achievement in which organisational aspects, such as the availability of consul-
tation time, information for empowerment of patients, guidelines, et cetera, can
have a facilitating or hindering effect on the extent to which SDM can take place.
In this thesis we explored how to better empower clinical teams to adopt SDM as a
more effective form of communication.

What is shared decision-making?

The concept of SDM is believed to have originated 50 years ago . Initially, a ‘con-
tractual model’ was introduced, in which autonomy and responsibility for medical
decisions could be shared based on mutual agreements. Consideration was given
to how the relationship between patient and clinician can be based on good
ethical principles. Two decades later, four models of patient communication have

10



Introduction

emerged as part of the doctor-patient relationship, with the deliberative model re-
flecting SDM El In 1997 the term SDM appears for the first time in the scientific
literature . This was followed by a special issue in 1999 of the British Medical
Journal, titled ‘Embracing partnership’, appearing with a couple dancing the
tango on the cover .. Patients and relatives were found to have vastly different per-
spectives on what is important in communication ] so it is imperative that they
collaborate with their clinicians to achieve high-quality care .. This is seen as the
beginning of a growing community focused on SDM. The rise in patient autonomy
and patients’ preference for participation in their healthcare decisions, reflects the
shift from a predominantly paternalistic to deliberative or participatory nature of
clinical decision making ™. SDM is defined as a collaborative process that integrates
patient values and preferences with clinical evidence about available options and their
risks and benefits, to arrive at patient-centred decisions about diagnosis, treatment or
follow-up when more than one medically reasonable option is available ' °..

In Western healthcare settings, SDM is seen as the pinnacle of patient-centred
care 191 and an important pillar of value-based healthcare 3. Over time, the
scope of SDM seems extending not only to decision making in equipoise situations
or preference-sensitive decisions, but also to choices that have a major impact on
the patient’s life, requiring the patient’s commitment in carrying out the decision,
or even to any decision [1314,

Several SDM-models have been developed to address core elements of the process

that is meant to take place "> These models share major components, but a

uniform vision is still missing *. In the Netherlands, however, there is consensus

about which elements of SDM are considered essential 1718);

1. The professional informs the patient that a decision is to be made and that the
patient’s opinion is important.

2. The professional explains the options and the pros and cons of each relevant
option.

3. The professional and patient discuss the patient’s preferences; the profession-
al supports the patient in deliberation.

4. The professional and patient discuss patient’s decisional role preference, make
or defer the decision, and discuss possible follow-up.

11
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Why is it important that shared decision-making is
implemented (in oncology)?

SDM enables an active role and transform the patient-clinician relationship from
the paternalistic model into a shared approach, especially in the context of pref-
erence-sensitive decisions 2%, The popularity of SDM stems from the positive
effects that SDM and its promoting interventions and tools, such as decision aids,
have shown for more than a decade: it improves knowledge, risk perception and
congruence between informed values and health choices ?!. Patients probably
have a more active role in decision making and more accurate risk perceptions
and decision aids may improve values-congruent choices without having adverse
effects on anxiety, health outcomes or satisfaction. These effects may appear to be
even stronger in low-skilled health groups ?2?%, Similar results of SDM interven-
tions, such as an improved confidence of patients in treatment decisions, satisfac-
tion with treatment, and trust in their clinicians are also reported in oncology 24\,
In addition, most patients prefer to be actively involved in decision-making, a trend
that increases over time . Moreover, SDM seems to improve clinician engage-
ment with their patients - which is in line with the positive experiences reported
by clinicians - and may thereby reduce burnout and promote well-being .

What makes applying shared decision-making in
oncology (extra) challenging?

Equality and equity are highly relevant in the oncology setting, and SDM can be
particularly valuable in the field of oncology. In particular, the diagnosis of cancer
brings emotional distress, which affects the patient’s information recall and de-
cision-making process 21 making it difficult to participate in decision-making
on an equal footing with the clinician. In addition, treatment choices and cancer
mortality rates vary significantly by educational level ®% demonstrating that
people do not have equal opportunities when it comes to the outcome of the deci-
sion-making process in today’s health care system.

Positive effects of SDM are also reported in oncology B!, but its implementation
might be extra challenging #2334, For most of the 123,000 Dutch patients who
are diagnosed with cancer each year ®% a number that will rise particularly in
Western societies B%¥ multiple diagnostic, treatment- and lifestyle options are
available with side-effects that affect the patients’ quality of life ®-*2. An increas-
ing number of (former) cancer patients are living with long-term consequences

12
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of their treatment, as a result of improved life expectancy . One of the obstacles
for SDM in oncology, is that patients and clinicians differ in what they see as most
important to cancer decisions B%*1, An example of this is that clinicians appear
to be more concerned about treatment-related side effects, while patients are
more concerned about side effects affecting their quality of life (e.g., loss of libido,
fatigue, hot flashes) “%I. The relatively high level of uncertainty about the benefits
and risks of the treatment (especially the side effects, also in the longer term) 525441,
as well as the focus that both clinicians and patients may have on ‘fighting cancer’
makes adequate application of SDM more difficult ¥>*. In addition, relatively
large oncology teams must be able to guarantee continuity in the decision-making
process about different decisions at different times with different clinicians ®".
Observations of consultations in multiple cancer care settings show considerable
room for improvement, for example for discussing the option to choose no (further)
treatment *¥, and exploring a patient’s expectations (as part of SDM step 3) #5461,

How can implementation science help?

SDM has proven to be an effective form of communication, but its adoption in
routine clinical practice is limited ¥*%. Establishing effectiveness of an innovation
does not guarantee its uptake into routine practice *). Leonardo da Vinci’s put his
finger on the sore spot as early as the 16th century: ‘I have been impressed with
the urgency of doing. Knowing is not enough, we must apply’ **. He argued for
creative use of knowledge and user-oriented knowledge generation. This transfer
of knowledge from research to practice and policy can be presented as a pipeline
in which the quality of the research delivered to practitioners and policymakers is
safeguarded in successive steps. It takes on average more than ten years for new
knowledge to take root in healthcare ', because the relevance and adaptation of
research to the needs and circumstances of that practice is generally lacking ®2.
That is where implementation science comes into play: ‘the scientific study of
methods to promote the systematic uptake of research findings and other evi-
dence-based practice into routine practice and, hence, to improve the quality and
effectiveness of health services’ . Rogers was (one of) the implementation front-
runners: he outlined the spread of innovations as a social process with multiple
determinants beyond the evidence supporting the innovation itself 5. Essential
to implementation science is that it does not focus on the effect of innovations,
but rather on determining the factors that influence their adoption in everyday
practice. Identifying barriers and facilitators to adoption at multiple context levels
and designing appropriate implementation strategies accordingly can accelerate
the adoption of evidence-based clinical innovations %,

13
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In the field of SDM, the empirical measurement of the interaction of clinicians and
patients - an essential element according to the definition - was often lacking ®°.
Instead, the emphasis was initially mainly on the development of decision aids,
rather than other approaches to SDM .. In these studies, decision aids were in-
vestigated without the involvement of clinicians, and it is the very research on
the extent to which SDM is applied in practice that reported considerable room
for improvement ¥5%, In line with this development, incorporating patient values
became essential for evidence-based medicine and quality improvement .
Translating scientific evidence into practice, including incorporating the patient
perspective into guideline recommendations %, did not prove easy. Lack of scien-
tific evidence or its interpretation complicated the formulation of unambiguous
recommendations in guideline working groups, and the guideline development
methodology at the time left little room for tailored joint decisions by patients and
clinicians based on scientific evidence and patient values %2, This increased the
call for SDM implementation 236364 especially multilevel approaches focused on
the levels of the team, organisation, and healthcare system [565¢¢,

Barriers to and facilitators of implementation can occur at different implemen-
tation levels: the innovation itself, the users of the innovation (patients and cli-
nicians), the organisational context and socio-political context ©7¢, Considering
each of these levels increases the likelihood of designing an effective implemen-
tation of change %1, Examples of factors that are relevant in relation to SDM, are
clinicians’ attitudes toward SDM, lack of understanding in how to use decision aids
and understand and undertake SDM, clinicians’ belief that patients do not want de-
cisional responsibility, competing clinical demands and the belief that SDM takes
more time . Many clinicians think that they already adequately involve their
patients in decision making, and do not view SDM as core to their profession .
They have concerns about the workflow disruption that may be involved with
implementing the process of SDM but benefit from SDM training and dedicated
clinical leadership and need more incentives that stimulate the adoption of SDM in
practice .. Patients are reluctant to actively participate in consultations, as they
worry about being inadequate, bothersome, or claiming too much time 7. As cli-
nicians remain primarily responsible for the course of events in consultations,
especially when patients are vulnerable as they are facing a serious condition, new
effective approaches to (interprofessional) clinician training ", are essential for
designing successful implementation approaches.

14
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Aim and research questions of the thesis

Driven by its positive results and expectations, SDM has evolved into an ethical
necessity. The Dutch government, healthcare insurers, professional societies and
patient organisations have set SDM high on the agenda "” and want to actively
support the implementation of SDM in policy statements or by financing imple-
mentation initiatives. However, as there is a lack of guidance about how to adopt
SDM in routine practice, especially regarding approaches that involve a combi-
nation of promising interventions to boost the uptake of SDM in healthcare, the
aim of our investigation was therefore to formulate, prioritize and test multilevel
approaches for the implementation of SDM in daily practice.

The following question is central to this thesis: what are contributing factors to a
wider adoption of (a process of) shared decision-making in healthcare?

Subquestions for this research are:

« What is an effective design of an implementation process to accelerate the
adoption of SDM in clinical practice, addressing barriers and facilitators at
the level of the innovation (e.g., decision aids, SDM-models, etc.), the user
(patient and clinician), the social context (e.g., guidelines, care pathways, peer
pressure) and the socio-political context (e.g., financing, legal aspects)?

« Does the introduction of additional reflection time (time-out) for people with
breast cancer and implementation support for clinicians lead to more adoption
of SDM by healthcare clinicians, a higher perceived involvement of patients in
decision-making and other decisions, and what are hindering and facilitating
factors?

«  How can promising interventions in the field of clinician training, team col-
laboration, effective design of clinical pathways be incorporated in effective
SDM implementation approaches?

+ What are the experiences of oncology clinicians with the participation in a
SDM implementation programme?

Outline of the thesis

In this dissertation, current issues in the field of the implementation of SDM in
daily (oncological) care practice are investigated and discussed.

In Chapter 2 the results of focus groups and interviews with SDM frontrunners are

15
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shown: what would be the design of an effective approach for the implementation
of SDM in the Netherlands? What obstacles must be taken into account and how
can they be overcome?

This is a prelude to Chapter 3 in which a multilevel approach for the implemen-
tation of breast cancer in the operative phase is designed and applied to 6 breast
cancer teams within one region (Utrecht). This approach is theoretically based on
the implementation framework of Fleuren ¥ and is substantiated with relevant
literature. These 6 hospital teams, as well as patients, work together in this as an
improvement collaborative to enhance peer learning, and they themselves con-
tribute to a tailor-made implementation of the devised approach.

After evaluating and refining this multilevel implementation experience through
a ‘team-of-teams’ approach, the programme is replicated in 5 other breast cancer
teams, now in the systemic therapy phase. The training approach has improved,
and the number of joint team meetings has decreased. In Chapter 4 is reported
whether these changes make it easier for clinicians to adopt SDM.

When we expose clinicians to an implementation programme, it is valuable to
know how programme participants experience this themselves and what recom-
mendations they have for improving the programme. In Chapter 5 the experiences
and recommendations of participants collected in a mixed-methods study of 11
hospital teams, are presented.

A systematic review and meta-analysis were conducted in Chapter 6 to examine
the barrier most commonly reported by clinicians to practice SDM: Is it true that
increased use of SDM leads to longer patient consultation times? And are there any
characteristics of SDM-promoting interventions that increase or decrease the risk
of prolonging consultation time?

Most of the research in this dissertation focuses on the role of the clinician and the
processes and context of the healthcare organisation. In Chapter 7 a questionnaire
study among a broad group of oncology patients is reported: how did they experi-
ence the decision-making process and which aspects would they like to draw more
attention to?

Many of the lessons learned from the previous studies in this thesis are brought
together in Chapter 8. In this study a protocol for a digital and widely scalable SDM
learning module is described with the aim to improve the skills of clinicians in
oncology, but also for an even wider application.

16
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The discussion of the results of the research work in this thesis can be found in
Chapter 9. This provides future directions for both research and practice.

The thesis is concluded with a summary, also in Dutch, a word of thanks, and
personal information about the author.
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Abstract

Objective: To prioritize strategies to implement shared decision-making (SDM)
in daily practice, resulting in an agenda for a nationwide approach.

Methods: This was a qualitative, exploratory investigation involving: Inter-
views (N = 43) to elicit perceived barriers to and facilitators of change, focus
group discussions (N = 51) to develop an implementation strategy, and re-affir-
mation through written feedback (n = 19). Professionals, patients, researchers
and policymakers from different healthcare sectors participated. Determi-
nants for change were addressed at four implementation levels: (1) the concept
of SDM, (2) clinician and/or patient, (3) organisational context and (4) socio-po-
litical context.

Results: Following the identification of perceived barriers, four strategies
were proposed to scale up SDM: 1) stimulating intrinsic motivation among
clinicians via an integrated programmatic approach, 2) training and imple-
mentation in routine practice, 3) stimulating the empowerment of patients, 4)
creating an enabling socio-political context.

Conclusion: Clinicians mentioned that applying SDM makes their job
more rewarding and indicated that implementation in daily practice needs
ground-up redesign. The challenge is to effectively influence the behaviour of
clinicians and patients alike, and adapt clinical pathways to facilitate the ex-
ploration of patient values.

Practice implications: Stakeholders should connect nationwide initiatives to
pool information, and make the healthcare system supportive of implement-
ing SDM.

Highlights

» Effective implementation of SDM should start bottom-up to align with
each clinical context.
« Effectively engaging physicians is critical to making SDM part of usual

care.

« Adapting clinical pathways and clinician and patient behaviour is key to
implementation.

« At the national level, fragmented but promising initiatives should be co-
ordinated.
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Introduction

Shared decision-making (SDM) combines patient-centred communication skills
with evidence-based medicine to achieve high-quality patient care ™. It facilitates
a process of collaboration and deliberation, based on “team talk,” “option talk,”
and “decision talk” . Professionals may use several steps and accompanying com-
munication strategies to implement SDM Fl. While there is convincing evidence
for the use of patient decision aids to support SDM ¥, most of these aids have not
subsequently been implemented in the complexity of clinical practice. Observed
levels of patient involvement during clinical consultations suggest there is consid-
erable room for improvement P,

Tailored interventions can be used to overcome barriers and enable the desired
change 19, Barriers to and facilitators of implementation - or determinants for
change - can occur at four implementation levels: (1) the innovation (the concept of
SDM), (2) users of the innovation, (3) organisational context and (4) socio-political
context”. Considering each of these levels increases the likelihood of designing
an effective implementation of change P-'1. With regard to the concept of SDM (1),
opinions differ about what SDM entails and how best to put it into practice 3. At
the level of the patient (2), an inability or lack of motivation to appraise informa-
tion can hinder SDM [*¥l. Patients are reluctant to actively participate in consulta-
tions, as they worry about being inadequate, bothersome, or claiming too much
time 04, Patients often think that “the doctor knows best” and do not feel that it
is important to contribute their personal preferences/circumstances . Among
clinicians (2), prominent barriers include time constraints and a perceived lack of
applicability due to patient characteristics or the clinical situation ". Changing
the attitudes and behaviour of clinicians is seen to be key to the implementa-
tion of SDM, because many clinicians think that they already involve patients in
decisions, and do not view SDM as core to their clinical role . A barrier at the
organisational level (3) is clinician concern about current workflow disruption [*,
The lack of incentives that stimulate the adoption of SDM in practice has been
noted as a socio-political barrier (4) to implementation 8.

Training clinicians, empowering patients, making high-quality patient decision
aids easily accessible, and creating feedback through rewarding incentives could
boost the uptake of SDM in healthcare 151719251, The Dutch government, healthcare
insurers, professional societies and patient bodies have actively supported the im-
plementation of SDM either in policy statements or by financing implementation
initiatives. They too report a lack of guidance about how to adopt SDM in routine
practice 29, The aim of our investigation was therefore to formulate and prioritize
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strategies for the implementation of SDM, based on identification of barriers for
change, and resulting in an agenda for a nationwide approach. We selected front-
runners in SDM implementation from various backgrounds to involve participants
who can speak from experience. Having overcome barriers for change, we thought
that they could help us to understand what it takes to successfully apply SDM in
daily practice. This may yield new insights into how effective implementation in a
local context can be aligned with a nationwide approach.

Methods

Study design

This qualitative exploration used different methods to enhance data validity *”, in
line with the Standards for Reporting Qualitative Studies (SRQR) % Semi-struc-
tured interviews, focus groups, and re-affirmation through written feedback were
applied to explore how implementation can be accelerated. We combined individ-
ual interviews with two large focus groups to collect in-depth knowledge about
SDM implementation in daily practice from different perspectives. Key literature
0516,19-231 on barriers to and facilitators for implementing SDM was used to prepare
the interviews, focus groups and reports, overseen by a six-member steering
group. The interview guide, developed by the researchers (HV, GH) following dis-
cussion with the steering group, is shown in the Appendix.

Participants

We recruited Dutch SDM experts in the period between January 2015 and April
2016. We used purposeful sampling ?>®, for the identification and selection of cli-
nicians from different healthcare areas, researchers, patient advocates and policy-
makers (all knowledgeable in SDM implementation, i.e. integrating decisions aids
locally, training SDM, adapting clinical pathways, or creating (local or national)
preconditions for SDM implementation).

A list of eligible candidates (N = 35) for the interviews and two focus groups (N
= 58) were drawn up by the steering group. All participants were employed in
primary and secondary healthcare (including mental healthcare), long-term care,
patient advocacy, policymaking (including healthcare insurance), management,
research, or in companies that develop or implement decision aids. Recruitment
of participants continued until the investigators concluded that participants no
longer provided new insights. Four additional participants were recruited in
the course of the study based on the recommendations of participants, to cover
adjacent areas such as ethics.
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Procedures and data analysis

Face-to-face or telephone interviews were carried out to identify barriers for im-
plementation. Participants were asked to (a) describe promising regional and
national SDM initiatives, (b) describe barriers for implementation, and (c) suggest
who should be involved in overcoming these barriers. Second, two focus groups
were conducted to (d) categorize and prioritize activities in accelerating the imple-
mentation of SDM and (e) to use this information to draw up a supportive national
agenda. Participants were (f) asked to suggest stakeholders for carrying out these
activities.

Full verbatim transcripts were not made. Interviews were summarized as field
notes and focus groups as written meeting minutes (HV, GH) and checked by the
participants. These notes were read by one investigator, who then independent-
ly analysed meaningful observations using the determinant framework 9. After
analysing the interviews, two investigators selected discussion themes for the
focus groups. The first focus group (n = 27) was geared towards hospital care, the
second (n = 24) was expanded to general practice, mental healthcare and long-term
care. Both focus groups lasted 3 h (with a 30-minute break). If participants were
unable to attend the meeting, they arranged a replacement. Preliminary results
of the interviews were presented during the focus groups; presentation of key
findings was followed by an in-depth discussion about which implementation
approach appeared to be most effective.

After the second focus group, overarching concepts were described in a draft
report and discussed in the steering group, together with the meeting minutes, in
order to identify key elements for a Dutch national agenda to scale up SDM. This
resulted in a second draft report, which was then sent for feedback to all partici-
pants, and subsequently finalized in version 3.

Results

Participants

Forty-three interviews, 23 face-to-face and 20 by telephone, were carried out
(Table 1) with a 100% response rate. Clinicians (33%) and researchers (35%) were
strongly represented in the interviews. A total of 51 participants who were knowl-
edgeable in SDM implementation attended two focus groups. Of the 30 participants
invited to join the first focus group, 27 (90%) attended. Two participants had previ-
ously been interviewed. Participants were all employed by hospitals, and the topic
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Table 1.  Backgrounds of participants. Values are expressed as numbers (percentages).
Method Healthcare  Patient Researcher  Policy maker Other
professional advocate
Interviews (N=43) 14 (33) 3(7) 15 (35) 7 (16) 4(9)
Focus group
1 (N=24) 5(21) 2(8) 6 (25) 10 (42) 1(4)
2 (N=27) 11 (41) 3(11) 8 (30) 5(19) 0 (0)
Total (N=51) 16 (31) 5 (10) 14 (27) 15 (29) 1(2)
Written comments 2 (11) 2 (11) 12 (63) 3(16) 0 (0)

on the consulta-
tion round (N=19)

Total number of 32 10 41 25 5
participants

therefore focused on hospital care. Of the 24 participants (out of 28 invited; 86%) in
the second focus group, nine (28%) had been previously interviewed. The majority
(64%) of the participants worked in a clinical setting. The remainder (36%) worked
in general practice, mental healthcare, or long-term care. Nineteen participants
provided a total of 75 written comments on the (draft) study findings. Participants’
comments and text changes proposed by the researchers (HV, GH) were distribut-
ed to the participants before finalizing the text. Analysis of the data and writing of
the report took place from May 2016 to December 2016.

Barriers for the implementation of SDM

Barriers for implementation as indicated in the interviews are provided in Table 2.
All groups of participants indicated that the lack of clarity about what SDM entails
is felt more prominently by clinicians and patients than by managers and policy-
makers. Participants highlighted the risk that SDM is merely seen to involve the
provision of decision aids to patients. The application of SDM was perceived to
enhance work satisfaction and the relationship between clinicians and patients.
Clinicians were unclear about the type of decisions/ consultations SDM could be
advantageous for. Especially within the group of clinicians, misjudgement of the
patients’ preferences, lack of knowledge about what sharing decisions for one’s
behaviour in daily practice means, lack of skills, and a lack of role models were all
perceived to be relevant factors. Motivated clinicians experienced barriers within
the organisation when applying SDM; poor team- and management-support; lack
of valid and clear patient information or high-quality decision aids, national
guidelines that recommend only one option; and the failure of policymakers and
external bodies to effectively support SDM. Moreover, the instruments that cli-
nicians use for quality assurance - accreditation, and process redesign - were
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Table 2. Perceived barriers for the implementation of SDM in random order per implementation
level (C= clinicians; P = patients; M = policy makers; SDM = Shared decision making)

Implementation level Barriers

1. Concept of SDM itself «  Concept of SDM is unclear for C & P
. No common language for SDM
. Unclear to healthcare workers when to apply SDM
«  Applying SDM is simplified into only handing over a decision aid

2a. Healthcareprofessional -+  Negative attitude towards SDM
. Misjudgement of patient preferences
+  Lack of knowledge about how to apply SDM
+  Lackof ability & skills in relation to applying SDM
. No recognition that SDM is not ap-
plied (‘we are already doing it’)

2b. Patient . Lack of awareness that multiple options exist
. Lack of initiative in decision making
. Fear of P to be seen by C as ‘someone causing trouble’
. One of three P has low health literacy
. Relative knowledge backlog in relation to P

3. Organisational context . Lack of role models amongst peers of C
. Lack of team support for C
. Lack of unambiguous information

4. Socio-political context . Lack of support from M
. Lack of reward from external bodies
. Lack of flexibility in relation to apply-
ing SDM in national guidelines
. Availability of high quality decision aids is fragmented
. Quality instruments that C use are not aligned
. SDM is part of existing act (WGBO), but lack of maintenance

found to be unsuitable for SDM. Clinicians noted that quality instruments focus
on standardizing and increasing efficiency rather than having an eye for the in-
dividual differences between patients and incorporating these in the process of
decision-making in practice.

Designing a nationwide approach to the implementation of SDM
From the focus groups, it became clear that an integrated approach for imple-
mentation was preferable to a more straightforward ‘barrier-solution approach’.
Experts indicated that a successful strategy requires different stakeholders
working at different implementation levels simultaneously. By integrating strate-
gies in overarching elements, a shared ambition becomes feasible and stakehold-
ers can contribute in their own way and at their own pace. The following imple-
mentation strategies were identified, comprising four elements addressing several
of the four implementation levels, and involving different stakeholders for each
strategy (Table 3).
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Chapter 2

An integrated programmatic approach to build intrinsic motivation

Fragmented but promising initiatives should be connected on a national scale in
order to pool information and speed up the exchange of lessons learned regarding
implementation. Participants emphasized the importance of the intrinsic motiva-
tion of clinicians as SDM was perceived as making the clinician’s profession more
fun and challenging. The challenge remains how to appeal to - and leverage - cli-
nicians’ values and professional motivation to deliver truly patient-centred care.
This could emerge as a key driver for clinicians to let go of old habits and change
care processes to better accommodate individual patient preferences, both in their
teams and in their organisations. Relevant parties surrounding clinical practice
must also support implementation. Professional bodies, patient organisations,
healthcare insurance companies, managers and government, should all monitor
the progress of implementation and continuously strive to connect initiatives
without slowing each other down because of their own delays and barriers. In-
ter-professional training targeting clinicians to help them understand which com-
petencies are needed to apply SDM in daily practice, should be incorporated into
professional curricula and training programmes. Simplistic financial incentives
based on ‘box-checking’ behaviour demotivate clinicians. National parties could
facilitate the implementation of SDM e.g. by putting innovators in the spotlight,
adapting quality instruments (guidelines, standards, accreditation, process
redesign) and professional role descriptions, providing financial incentives such
as reimbursement of extended or extra consultations, and incorporating techno-
logical innovation (e.g. providing patients access to their medical records, question
prompting, and tailored patient information services).

Training and implementation of SDM in routine practice

Participants indicated that future implementation initiatives in clinical practice
should engage a new group of clinicians, patients, and policymakers, i.e. both the
early and late adopters, to make SDM part of usual care. Pivotal to this implemen-
tation would be a consideration of working mechanisms in specific local contexts
with a focus on process redesign and professional behaviour that supports the ap-
plication of SDM in daily practice (i.e. by giving feedback to clinicians on their
actual SDM performance). These experiments should focus on measuring the
process of implementation in routine practice rather than proving the effective-
ness of SDM once again.

Knowledge-sharing should be reinforced by including SDM in audits and regional
network meetings, especially knowledge of process (re)design, Thus, we need
to learn how to design local care pathways that facilitate time-outs for patients
to process information and clarify preferences in decision-making, rather than
merely improve efficiency. This would encompass several issues related to the

32



Accelerating SDM implementation in the Netherlands

scheduling of appointments, the effective use of decision tools and patient records,
how clinicians work in a team (and contribute to multidisciplinary consultations),
and who communicates what during the patient journey. National guidelines and
other standards should be adjusted, and recommendations should highlight prefer-
ence-sensitive decisions, indicating uncertainty and facilitating option awareness
by describing alternative options.

Participants stressed that training will be vital in order to overcome the belief
among clinicians that applying SDM does not differ much from their current
practice. Effective training methods should include reflective elements and video/
audio-feedback on the clinicians’ performance. Feedback should be non-judgmen-
tal and individual, in order to help clinicians understand what exactly SDM means
for their own daily practice. These individual training modules could be combined
with e-learning, role play, workplace learning, and group discussions. The involve-
ment of senior professionals in the training would be mutually beneficial.

Stimulating the empowerment of patients and citizens

Participants emphasized that citizens and patients alike need to know what SDM
involvesand why it might help. Anational campaign, such as ‘Ask 3 Questions’, might
convince patients about their role in decision-making and may encourage their cli-
nicians to apply SDM. Patient records should become available and high-quality
patient decision-making support tools for a significant number of health problems,
should be made accessible via a public platform. Guideline recommendations
could be linked to decision aids, integrated with patient records, and connected to
clinical pathways. A Dutch guideline has been developed to define quality criteria
for the development decision support tools, in alignment with clinical guidelines.
Involving patients at the micro-, meso- and macro-levels, before, during and after
implementation of SDM, should become standard procedure. Developing profes-
sional education should ideally include the participation of patient advocates and
vice versa. Development of decision-making support tools should also be a joint
effort involving patients and clinicians.

Creating a rewarding socio-political context

Participants could not point out exactly which socio-political issues hinder or fa-
cilitate them in terms of applying SDM but did indicate that promising SDM initi-
atives were held back by logistical, financial, and administrative factors. Stake-
holders may wish to implement instruments that are often theoretically sound, but
unknown and unfit for use in local practice. Clinicians felt that they had received
insufficient support from directors, managers and policymakers in terms of
adapting legislation to facilitate implementation of SDM in the consulting room.
A real step forward requires local managers and leaders to enable a change of
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culture in which patient values and quality of life are the key drivers for health care
delivery, and rules, standards and regulations are implemented accordingly. Per-
formance indicators, including observation of consultations, can provide insights
into team performance regarding SDM. These indicators can be used for improve-
ment and also for governance, external review, and to design and implement
supportive financial incentives. Respondents also proposed that general practi-
tioners should get more time to coach patients, including those who are treated
in hospital. Managers can play an important role by anticipating budget shifts,
facilitate the redesign of care pathways, using supportive information technology,
redistributing tasks between team members, and being more flexible with regard
to guideline recommendations and other regulations that are imposed by external
stakeholders. On a regional or national level, incentives such as the reimburse-
ment of extra consultations as part of a programmatic approach are required.

Discussion and conclusion

Discussion

In the Netherlands, SDM is a topic of active debate ?**!. Our exploratory study
yielded strategies to foster a nationwide implementation of SDM in daily practice
at national, organisational and individual levels. Key recommendations include an
intrinsic and supportive approach to help clinicians to adopt new behaviour based
on doing what is best for each individual patient, and the setting up of a ‘national’
programme for a systematic approach to implementation involving all stake-
holders. This means training clinicians and giving feedback on individual per-
formance and empowering patients to actively participate in the decision-making
process. Directors, managers and policymakers should work in parallel to design a
healthcare system supportive of implementing SDM in the consulting room.

Frontrunners in SDM implementation mentioned that applying SDM makes their
job more rewarding. This may be a driver to better engage clinicians in a process
of sense making ¥4, so that they understand what SDM means for their daily work.
It is clear that SDM implementation influences every aspect of clinical practice,
from practical matters such as the scheduling of appointments, to more complex
issues such as how clinicians feel about their profession or are able to work in a
(multidisciplinary) team, in addition to how guidelines should be developed and
applied. Effective SDM implementation is an evolving process, starting locally at
the coalface of care. It demands an integrated multilevel approach that utilizes the
mechanisms that innovators have shown to be effective.
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The barriers for implementation we identified corroborate those that others have
reported %%, Qur results confirm that interventions targeting both patients and
clinicians seem more promising than those targeting only one or the other 2.
Moreover, our study provides suggestions for helping clinicians understand what
SDM really entails | and for increasing clinician support in order to facilitate
meaningful SDM B3l

However, the frontrunners did not mention previously identified barriers such
as time, competing demands from other medical problems and the psychological
burden of deliberation. It is possible that innovators are highly motivated and have
learned to effectively work around such barriers.

Next, we reinforce the earlier pleas for building systematic implementation
strategies 1517192022334 Our findings will be useful for implementing the next
steps in engaging both clinicians and patients in SDM 15172033 "and gaining a better
understanding of the nature of professional and organisational resistance to SDM
02 The goal is that SDM becomes an intrinsic part of a clinician’s role. Ideally, SDM
should be integrated in medical decision-making, shifting the paradigm towards
a role in which coaching the patient in difficult decisions is key for clinicians 53,
and providing a counterbalance to the introduction of many standardized proce-
dures and to some of the criticisms raised against evidence-based medicine 7.

Our recommendation to include SDM in the curricula and in inter-professional
training programmes, using reflective elements and real-time feedback on per-
formance via recurrent audio, video, or real-life observations of consultations (i.e.
using OPTION B8 or MAPPIN’SDM @) has already been found to be effective in
improving SDM competencies .

Many strategies have been developed to increase the speed of implementation #%4,
and yet, the uptake of SDM in daily practice has been slow P. Our findings underline
that we need to better understand the impact of SDM on patients and clinicians in
their particular working context 74-%1_ Qur study also suggests the need for reor-
ganising processes in healthcare organisations, e.g. making changes in local care
pathways and finding additional time for reflection and exploring patient values
(‘time-out’), even if this sometimes requires lengthier P, or additional consulta-
tions ™4

We therefore propose that the effective implementation of SDM can be seen as a
“team sport”, rather than a simple trick that can be learned and applied to practice
by individual clinicians. This comprises clear procedures tailored to the specific
setting, procedures for setting the indication for SDM, timely prescribing patient
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decision aids, defining a menu of options rather than a single option in multidis-
ciplinary (oncology) team meetings, delegating specific tasks within these teams,
and safeguarding the second consultation for the preference and decision talks.
Effective principles of collaborative *? and small-scale learning #* can help design
strategies that are intrinsically rewarding and take current practice as a starting
point for implementation at microsystem, team, organisation and macro-levels. In
order to accelerate learning about effective change, research projects should focus
on how implementation initiatives perform in different contexts, for different
groups of clinicians and patients.

Strengths and limitations of this study

We gathered data about implementation strategies from Dutch experts with
varying backgrounds, using a combination of methods. This enhances the internal
and external validity of our outcomes. However, some of the recommendations
might be more relevant to the Dutch situation, i.e. the need to adapt local and
national legislation regarding SDM. Second, our purposeful sampling predomi-
nantly selected pioneers in the area of SDM. We also had a high representation of
frontrunners working in clinical practice. This is consistent with our sampling
strategy and is not considered to be a limitation, but rather as useful in terms of
appreciating what implementing SDM in daily practice requires. It has deepened
our knowledge of effective approaches that can be used to support the implemen-
tation of SDM in a local context on the one-hand, and to align it with a nationwide
approach on the other. It may have contributed to the high response rate for the
interviews and focus groups, as innovators in the field may have been more posi-
tively inclined towards contributing to our study. Finally, the authors are also pro-
tagonists of SDM, and have been working for years to implement SDM. This could
have caused a positive interpretation bias of the field notes of the interviews and
focus groups.

Third, few patient advocates were present in our sample, which might have limited
our ability to accurately reflect their views. However, the participating patient
advocates were employed by two umbrella organisations for patient advocacy and
represent a large body of patient stakeholders.

Finally, the presentation of our findings (in subdivisions based on a theoretical
framework for implementation U') was designed to be transparent, accurate and
understandable. Before finalizing the results, every participant had the opportu-
nity to read the draft report and to discuss it within their stakeholder group.
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Conclusion

This exploratory study yielded a multilevel approach for the implementation of
SDM in the Netherlands. A targeted multilevel approach such as shown in Table
A3is needed to accelerate the implementation. As clinicians remain primarily re-
sponsible for the course of events in consultations, we expect that most progress
will be made by learning how to effectively engage clinicians, influence their
behaviour, and alter their clinical pathways. Our sample of innovators helps us to
understand how successful implementation works and to identify key components
that can be used to engage clinicians in applying SDM. Frontrunners are relative-
ly innovative and skilled in breaking through (system) barriers. To ensure that
less motivated groups embrace SDM, additional efforts are needed. We therefore
stress the importance of changing the socio-political system. Indeed, we call for
the redesign of the entire system of incentives, and the structures and processes
that inhibit deliberation and collaboration, from the ground up. SDM can poten-
tially emerge as a key driver in healthcare reform becoming truly person-centred
rather than system-driven.

Practice implications

Many Dutch key stakeholder groups - such as professional societies, patient or-
ganisations, healthcare insurance companies and government - have formulated
specific ambitions to promote SDM. National government should take the lead in
inviting these stakeholders to coordinate their activities on a national scale and
help adapt legislation to promote SDM. Efforts to support the implementation of
SDM should start bottom-up and leave room for fine tuning at a local level. The
key focus should be on process redesign and professional behaviour that supports
applying SDM in daily practice in a specific context. Government and healthcare
insurers can provide resources for initiatives to maximize the effect of SDM in
daily practice, and promising initiatives can be coordinated on a national scale.
Professional bodies should take the responsibility to teach clinicians how to coach
patients, and work with patients on adapting guidelines and clinical pathways.
Healthcare insurers can experiment with sensible and responsible ways of reim-
bursementand, together with patient organisations, empower citizens and patients
to engage with their clinicians. Decision support tools should be made available
via a central platform. All stakeholders need to put innovators in the spotlight and
make clear that applying SDM enhances work satisfaction and improves the rela-
tionship between clinicians and patients.
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Appendix

Appendix Interview guide

1.

40

Background

+  Whatis your current affiliation?

«  Inwhat activities are you involved that are relevant for the implementa
tion of SDM?

Experiences with SDM

. What is your experience with the implementation of SDM in practice?

. What are the main barriers and facilitators of SDM in practice?

+  When you would consider that implementation is affected by deter
minants at four implementation levels: (1) the concept of SDM itself, (2)
the health professional and/or patient, (3) the organisational context
and (4) the socio-political context, what would you add? (added
for the second series of interviews)

Promising strategies for acceleration of SDM in practice

. From your personal experience with (helping) implementing SDM in
practice, what would you think are the most promising strategies?

- Ifthere’s to be a ‘national agenda for the implementation of SDM’ what
should be prioritized?

Involvement of experts and stakeholders

- Ifthere’s to be a ‘national agenda for the implementation of SDM’, which
role is to be played by whom?

+ Do you want to recommend experts in the field of implementation of SDM
that we need to involve in our exploration?

Any other issues that should be addressed

+  Arethere any other issues you want to discuss?
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Abstract

Background: Women with newly diagnosed breast cancer face multiple
treatment options. Involving them in a shared decision-making (SDM)
process is essential. The aim of this study was to evaluate whether a multi-
level implementation programme enhanced the level of SDM behaviour of
clinicians observed in consultations.

Methods: This before-after study was conducted in six Dutch hospitals.
Patients with breast cancer who were facing a decision on surgery or neo-
adjuvant systemic treatment between April 2016 and September 2017 were
included, and provided informed consent. Audio recordings of consultations
made before and after implementation were analysed using the five-item
Observing Patient Involvement in Decision-Making (OPTION-5) instrument
to assess whether clinicians adopted new behaviour needed for applying
SDM. Patients scored their perceived level of SDM, using the nine-item Shared
Decision-Making Questionnaire (SDM-Q-9). Hospital, duration of the consul-
tation(s), age, and number of consultations per patient that might influence
OPTION-5 scores were investigated using linear regression analysis.
Results: Consultations of 139 patients were audiotaped, including 80 before
and 59 after implementation. Mean (s.d.) OPTION-5 scores, expressed on a
0-100 scale, increased from 38.3 (15.0) at baseline to 53.2 (14.8) 1 year after
implementation (mean difference (MD) 14.9, 95% c.i. 9.9 to 19.9). SDM-Q-9
scores of 105 patients (75.5%) (72 before and 33 after implementation) were
high and showed no significant changes (91.3 versus 87.6; MD -3.7, -9.3 to 1.9).
The implementation programme had an association with OPTION-5 scores
(B=14.2, P<0.001), hospital (f=2.2, P=0.002), and consultation time (3=0.2,
P<0.001).

Conclusion: A multilevel implementation programme supporting SDM in
breast cancer care increased the adoption of SDM behaviour of clinicians in
consultations.



Multilevel SDM implementation programme in breast cancer

Introduction

Approximately 14 000 Dutch women are diagnosed with breast cancer every year M.
The emotional stress following a diagnosis of breast cancer has been shown to
affect both patient information recall and the decision-making process . Ideally,
clinicians should help patients to achieve an informed decision that best fits their
personal preferences, circumstances, and concerns by involving these patientsina
shared decision-making (SDM) process *°. SDM has been promoted in cancer care
for many years .. Despite the need for SDM, its implementation in clinical practice
remains a challenge 7. In general, clinicians either find it difficult to apply SDM [,
think that they already involve patients in decisions, or do not consider SDM key
to their clinical role . Practical problems, such as lack of time, perceived lack of
applicability due to patient characteristics or the clinical situation ®, and a poor
fit into workflow can all negatively influence implementation of SDM (11121,

Particularly in breast cancer care, implementing SDM is even more challenging,
given the many treatment options available ™*-1. Clinicians must explain the risks
associated with various treatments and help patients to value the different options
available 15171, Multiple decisions must be made over an extended period of time
and involve different clinicians working within a team "), Observed levels of
SDM behaviour during breast cancer consultations show considerable room for
improvement ">l Clinicians often fail to communicate to the patient that a
decision needs to be made 21, A focus on ‘fighting’ the cancer may inhibit the
process of valuing different treatment options, and also in considering long-term
consequences [20-22,

Interventions that have been proposed to promote SDM involve training clinicians
(including the participation of patients) and using decision aids %2 providing
feedback on performance in consultations '>?!| incorporating time-outs in care
pathways 12?1 and use of incentives 114, In the oncology setting, suggested in-
terventions include implementing decision aids #*% acknowledging uncertainty,
incorporating the patient’s values and preferences into SDM, involving caregivers,
and making allowances for the additional time required for SDM 4.

The aim of this study was to evaluate whether a multilevel SDM implementation
programme would actually help clinicians to adopt new behaviour needed for
applying SDM in daily breast cancer care, and to investigate whether a potential
change in clinical behaviour was noticed by patients.
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Methods

An unpaired before-after implementation study was used to evaluate whether a
multilevel implementation programme would enhance the level of SDM of clini-
cians observed in consultations in a clinical outpatient setting, using the Standards
for Reporting Implementation Studies (StaRI) ® as a guideline.

Study population and selection

Seven breast cancer outpatient clinics of hospitals in the Utrecht region of the Nether-
lands were asked to participate in the study. Six hospitals were included (1 university
hospital, 2 teaching hospitals, and 3 general hospitals). One hospital declined to par-
ticipate, as doctors were not convinced the implementation would further improve
their level of SDM. All clinicians involved in the decision process with the patient
regarding surgical or neoadjuvant treatments were invited to participate in the study.

The recruitment of all consecutive patients with newly diagnosed breast cancer,
and who faced a treatment decision, took place between July 2016 and October 2016
(preimplementation), and between April 2017 and August 2017 (postimplemen-
tation). Each patient was informed about the study and completed an informed
consent form. Each patient was included only once. Patients who did not speak
Dutch were excluded, unless they were accompanied by a person who spoke Dutch
fluently. Approval for the study was obtained from the medical research ethics
committee (W16.019).

Implementation programme

A theoretical framework for implementation was used for the design of the
programme P2, Responding to barriers to and facilitators of implementation at
each of four implementation levels supports the design of an effective implemen-
tation. Four levels were used, and key factors for effective SDM implementation
were incorporated into the programme [©79101424-26,33-35 (Table S1, supplementary
material).

Innovation: the concept of SDM

To help clinicians grasp what SDM entails for their behaviour during consulta-
tions, clinicians were asked repeatedly to reflect, using a practical four-step model
for applying SDM, on their communication behaviour during feedback sessions,
training, and in daily practice 5%,
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Users of the innovation
Personal and team feedback on SDM behaviour was provided, followed by inter-
disciplinary team training .

Organisational context

Teams looked at the allocation of time (time-outs) for SDM in clinical care
pathways. Rapid cycle learning was included by explaining the plan-do-study-act
cycle, and by encouraging teams to experiment with new ways of working and
sharing their experiences at collaborative meetings and via the researchers 51,
The programme was tailored to the local context: each breast cancer team defined
their goals within the scope of the programme and selected tools to support the
implementation of SDM.

Socio-political context

Concurrent activities that might influence the level of SDM were monitored via a
logbook. A clinician from each team, together with one of the researchers, kept
this logbook. Patients were involved during all phases of the programme.

Data collection

All consultations relevant to the decision-making process — meaning one or
more consultations conducted by one or more clinicians from the team to make
one decision about breast cancer treatment — were audiotaped. Physicians and
patients were aware of this and were instructed to proceed with their consultation
as normal (preintervention) or to apply what they had learnt during the interven-
tion (postintervention).

As the primary outcome measure, the OPTION-5 was used to rate clinicians’ per-
formance in terms of involving patients in the decision-making process during
real-life consultations .

The OPTION-5 instrument is deemed suitable for use in oncology practice and
scores five key decision-making behaviours ™. Each of the five items were rated
on a scale ranging from 0 (no effort made) to 4 (exemplary effort made), and the
overall mean score was expressed on a scale of 0-100. This score reflects the extent
to which the clinician showed the communicative behaviour needed to involve
patients in the decision-making process. Higher scores indicate better SDM
behaviour during the consultation; a minimum improvement of 10 points was con-
sidered clinically meaningful.

The secondary outcome measure was the patients’ perceived level of SDM during
the medical consultation(s), as measured with the SDM-Q-9 ?>#41 The nine

statements were rated on a six-point Likert-type scale ranging from ‘complete-
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ly disagree’ (0) to ‘completely agree’ (5). These questions were completed at the
end of the final consultation when a decision about breast cancer treatment was
made. The scores of the 9 items per patient were added up and multiplied with
20/9 to provide a percentage of the maximum score, ranging from 0 (no SDM) to
100 (maximum level of SDM). A maximum of two missing items were imputed
from the mean of items that were scored. Questionnaires were excluded when the
patient left three or more items unanswered .

Sample size calculation

A preintervention mean score of 39 was assumed, which is high compared with
that in other studies . A relatively high score was anticipated because of the con-
siderable variation in means across breast cancer studies, and because two-way
communication in (breast) cancer care is already considered important 15181924, A
total sample size of 120 patients was calculated, based on an increase in OPTION-5
score from 39 before implementation to 49 after implementation, with a standard
deviation of 13, an intra-cluster correlation rho of 0.01 (to correct for interhospital
differences), an a of 0.05, a power of 80%, and an effect size of 0.77. The aim was to
include a total of 180 patients to account for possibly failed recordings or dropout
of teams.

Data analysis

Three raters applied the OPTION-5 coding scheme (http://www. glynelwyn.com/
observer-option-5-2014.html), refined for vascular surgery and oncology *4. The
manual was adjusted to be relevant for breast cancer surgery in order to decrease
raters’ uncertainty in scoring the audio recordings (Table 1). The first 10 audio re-
cordings were coded by all three raters, and resulting scores and coding rules were
discussed. Next, all audio recordings were scored independently by two raters.
These scores were compared, and agreement over the final score was reached.
Unweighted Cohen’s x values were used to determine the inter-rater agreement 1.

Statistical analysis

Descriptive statistics are presented as percentages or mean (s.d.) values. Dif-
ferences are expressed as mean differences (MDs) with their 95 per cent confi-
dence intervals. Pearson’s v2 statistic was used to analyse differences between
categorical variables. The implementation programme, duration of the consul-
tation(s), hospital/team (number of recordings, starting level, composition), age,
and number of consultations per patient before and after implementation were
included in the regression model for the OPTION-5 score. Statistical analysis was
carried out using SPSS Statistics v. 17.0 (IBM , Armonk, NY, USA). P<0.050 (two-
sided) was considered statistically significant.
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Table 1. Refined scoring definitions for the OPTION-5 manual.

Item Description Specification

1 The provider draws attention to - or re-affirms
- a problem where alternate treatment or
management options exist, and which requires
the initiation of a decision- making process.

If the patient draws attention to the availabil-
ity of options, and the provider responds by
agreeing that the options need consideration,
the item can also be scored positively.

2 The provider reassures the patient - or
re-affirms - that he/she will support the
patient in becoming better informed. The
provider will support/explain the need to
deliberate about the different options.

3 The provider gives information - or re-affirms/
checks understanding - about options that are
considered reasonable (including taking ‘no
action’), and supports the patient in under-
standing/comparing the pros and cons.

4 The provider supports the patient to ex-
amine, voice, and explore his/her per-
sonal preference in response to the
options that have been described.

5 The provider makes an effort to integrate the
patient’s preferences in terms of decisions that
are either made by the patient or arrived at by
a process of collaboration and discussion.

Total score 0-20
Rescale 0-100

0 - not observed

1 - problem definition

2 - listing the options

3 - equality of the options
4 -is it clear/any questions

0 - not observed

1 - decide together

2 - mention is it a difficult choice

3 - will support irrespective of
the choice of the patient

4 - both options are OK, depends on
the preferences of the patient,
provider has a supportive role

0 - no information

1 - listing the options

2 - explaining pros and cons

3-isit clear/any questions

4 - ask the patient to re-
peat the information

0 - not observed

1- exploring preferences

2 - exploring concerns

3 - exploring expectations

4 - integrates preferences, concerns, and
expectations for recommendation

0 - not observed
1 - indicates need for decision
2 - additional information to re-
view the decision at home
3 - appointment for evaluating the decision
4 - provider indicates that the patient
can abandon earlier choice

Results

Six of the seven hospitals approached participated in the study. One hospital
declined to take part. One of the six participating hospital teams did not perform
the postintervention measurement because they thought that feedback from a new
series of consultations would not improve their practice further.

Twenty-two clinicians (surgeons, nurses, nurse specialists) participated in both
measurements, and six clinicians (four nurse specialists, two nurses) participat-
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ed only in the postimplementation measurement. The participating clinicians
before and after the implementation were similar with regard to background and
education. The logbook showed that hospital teams did not participate in any con-
current activities unrelated to the programme that may have influenced the level
of SDM. Four hospital teams adjusted their clinical pathway and/or appointment
scheduling to allow for the implementation of SDM and to incorporate the time
needed for patients to reflect on their decisions.

Patients’ ages ranged from 32 to 91 (mean 62.3) years. The options discussed were
mastectomy, lumpectomy, radiotherapy, neoadjuvant chemotherapy, and con-
servative treatment. Other options related to these decisions, such as breast recon-
struction, the use of cooling caps during chemotherapy and extra diagnostic pro-
cedures, were not scored with the OPTION-5, but clinicians did receive feedback if
considered relevant for applying SDM.

Characteristics of consultations

A total of 139 consultations of patients with newly diagnosed breast cancer were
recorded, including 80 consultations before and 59 after implementation. The
mean number of recorded consultations was 1.8 (range 1-7) consultations per
patient, with a mean (s.d.) duration of 47.7 (30.5) (range 6-91) min per patient, and
no difference between before (mean (s.d.) 46.0 (29.5) min) and after (50.1 (31.8) min)
implementation (MD 2.3 (95% c.i. -4.1 to 8.8) min). The SDM-Q-9 was completed by
105 patients: 72 questionnaires before and 33 after implementation (response rate
75.5%). Seven questionnaires were excluded because patients left three or more
items unanswered.

OPTIONS-5 scores

The three raters reached acceptable levels of inter-rater agreement (k=0.57, k=0.54
and x=0.61). Mean (s.d.) OPTION-5 scores increased from 38.3 (15.0) at baseline (80
patients) to 53.2 (14.8) (59 patients) after implementation (MD 14.9, 95% c.i. 9.9 to
19.9). All five teams showed higher total OPTION-5 scores after the implementation
for all items (Table 2).

Perception of patients

For all 105 respondents, the mean (s.d.) score for the perceived involvement in de-
cision-making was 89.9 (12.5). The mean (s.d.) score was 91.3 (11.5) at baseline (72
of 80 respondents; response rate 90%) versus 87.6 (14.4) after implementation (33 of
59; response rate 56%). No significant differences were observed between SDM-Q-9
scores before and after implementation (MD -3.7, 95% c.i. 1.9 to -9.3).
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Table 2. Observed patient involvement ratings of breast cancer consultations per team, using
OPTION-5.

OPTION score (0-100)

Hospital team
1 Pre-implementation 44.1 17 18.3
Post-implementation 54.1 11 14.6
2 Pre-implementation 46.7 12 14.2
Post-implementation 56.9 8 12.5
3 Pre-implementation 35.0 16 10.0
Post-implementation 65.0 9 7.5
4 Pre-implementation 28.1 13 11.1
Post-implementation 38.2 14 11.2
5 Pre-implementation 35.6 16 12.9
Post-implementation 57.1 17 12.6
6 Pre-implementation 43.3 6 17.5
Total Pre-implementation 38.3 80 15.0
Post-implementation 53.2 59 14.8

P-value .003, MD (95% CI) = 14.9 (12.2 - 17.7).

Regression analysis

Linear regression analysis showed a significant correlation between the implemen-
tation programme (3=14.2, 95% c.i. 9.7 to 18.6; P<0.001) and the OPTION-5 score.
Other significant factors were hospital (=2.2, 0.8 to 3.6; P=0.002) and duration
of the consultation(s) ($=0.2, 0.0 to 0.4; P<0.001). The B-coefficient indicates the
change in OPTION-5 score for a 1-unit change in the predictor variable. Conse-
quently, the implementation programme resulted in a 14.2-point rise in OPTION-5
scores, whereas every minute of consultation time led to a 0.2 rise in OPTION-5
scores. No significant correlation was found for age or number of consultations
per patient.

Discussion

In this study, a multilevel implementation programme appeared to improve the
adoption of SDM behaviour of clinicians, as observed during breast cancer con-
sultations over time. This programme appears useful in the context of daily
care, as five of the six hospital teams involved were able to participate fully in
the programme while continuing their regular clinical care. Patients varied and
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different hospital teams (academic, teaching, and rural hospitals) comprising of
team members from different clinical backgrounds (surgeons, nurses, nurse spe-
cialists) were included. Hence, the authors consider these results generalizable to
any breast cancer treatment team.

This implementation programme was developed by using a four-level framework
for designing an effective implementation strategy . It was grounded in relevant
theoretical literature, to include promising elements that support the adoption of
SDM by clinicians in daily practice. These elements are not a predetermined set of
implementation activities, but were tailored to teams and clinicians, to facilitate
alignment to diverging needs of the teams and individual clinicians with regard to
SDM and timeout. For example, SDM attitudes, skills, and clinical pathways differ
per clinician and team 02,

Baseline scores were relatively high, reflecting the present-day focus on commu-
nication with patients with breast cancer, compared with patients with other con-
ditions #4, and a clinical condition for which multiple options are feasible .. This
was no barrier to further improvement, given the 15-point increase in OPTION-5
scores found after implementation. This increase is relatively high compared with
that found in other studies ¥, although a more intense implementation approach
in palliative cancer care showed a larger increase in standardized patients 4,

Hospital team was associated with OPTION-5 scores. In most previous studies, re-
searchers rated one consultation carried out by one clinician, whereas here the
team performance per patient was rated. The implementation design responded to
the needs of individual clinicians within the team and the local context. Each team
defined its own goals and decided which tools to use to support SDM. Tailoring
a programme to the team’s needs may evoke social support within the team to
improve one another’s behaviour, as well as the intrinsic encouragement needed
for sustainable behavioural change ©712,

Providing time-out for patients in the decision-making process was an explicit
element of the implementation programme. This was based on patient feedback
during the implementation process and the findings of previous research indicat-
ing that application of SDM might require lengthier or additional consultations
29431 This did not lead to an increase in either consultation time or mean number
of consultations.

Patients did not perceive a higher level of SDM, a finding consistent with previous
research ¥-#1. Patient satisfaction was found already to be high before implemen-

tation, in agreement with previous findings 185,
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Future research should focus on how to incorporate SDM effectively into clinical
practice by improving implementation designs, aligning implementation efforts
better to the local context, and finding better ways to evaluate any influence on
patients’ perceptions. To gain insight into which elements of the implementation
programme are most helpful to support the change of clinicians, a logical next
step is to investigate the relative contribution of each part of the implementation
programme by a qualitative evaluation among study participants, and by moni-
toring the actual participation of each team and its members. Patients often do
not know what SDM entails and any communication of uncertainty might lead to
dissatisfaction among women facing cancer decisions 3. It is therefore suggested
that objective measurement of SDM, such as the OPTION-5 instrument, should be
included in future research.

Limitations of this study included the design without a control group. It was difficult
to identify any other factors (unrelated to the implementation programme) that
may have influenced SDM over time PY. Cluster randomization by hospital was
considered, but found to be too expensive. Patients, clinicians, and investigators
were not blinded to the intervention and the recordings, as the investigators had
to provide relevant feedback as part of the implementation. Clinicians may have
attempted to provide optimal consultations, even though they were instructed to
perform as usual. Previous studies, however, have indicated that audio record-
ings of the consultations have no significant effect on clinician behaviour 5> In
addition, investigators may have been biased in their scoring of the OPTION-5, as
they knew whether they were listening to preimplementation or postimplementa-
tion recordings.
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Table S1. Content of the multilevel implementation programme using a 4-level framework for de-
signing an effective implementation strategy ©.

Level ofim- Working mechanism  Form

plementation

Tools/ theory What means SDM and  Clinicians were explained a clear practical 4-step model for

for SDM what behaviouris ef-  applying SDM and mirror the model to their current com-
fective during a breast munication behaviour during consultations. The four steps
cancer consultation were used for reflection during all programme activities

(sense making).

Background information about the theory of SDM, pres-
entations of the working sessions, etc. was also made avail-
able to the teams via a website.

Supporting the use Teams were provided with an overview of tools that can
of effective decision enhance SDM, especially in relation to breast cancer sur-
tools to support SDM  gery, such as handy cards & decision aids. For example, the
in daily practice decision aid ‘Ask-the-3-questions’ was developed and made
available to the teams via a website.
User/ Providing individual =~ Each team collected audio-recordings from 15 patients
behaviour and team feedback on  pre-intervention and 15 patients post-intervention. Feed-
actual SDM behav- back was provided on the performance regarding SDM and
iour (before & after timeout in a team meeting (listening to and discussing frag-
implementation) ments of consultations) and a via a report (containing feed-
back for the team as a whole as well as individual feedback
per patient).

Training SDM viateam An inter-professional team training session (2-3 hours)

training & e-learning addressed the application of SDM and timeout in consul-
tations, using audio fragments recorded from members of
the team. The training session was tailored to the needs of
the team, by adapting it to the expressed needs of the team
and the results of the pre-intervention measurement.
An e-learning session (45 minutes) explained the theory of
SDM and outlined how to apply a four-step model in prac-
tice with a video example.
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Level of im-

plementation

Working mechanism

Process/
organization

Context

Added to the
levels: patient
involvement

Peer learning via
collaborative working
sessions for teams

Redesign pathway
including SDM and
timeouts, using rapid
cycle improvement

Reconsider work-
ing process in
relation to SDM

Facilitating a context
that supports the
implementation of
SDM in daily practice

Access to imple-
mentation exper-
tise on request

Partnering with
patients and collecting
patients’ perspectives
on SDM and timeout

Two or more team members were asked to participate in a
total of four collaborative working sessions designed to fa-
cilitate process redesign, the application of SDM, timeout,
and the selection of tools for SDM. The first session took
place at the start of the project, two sessions took place in
between the measurements, and one closing session took
place at the end of the programme.

Ask and support teams to include time-out & decision-tools
in pathway. The Plan-do-check-act cycle was explained
to teams and teams were encouraged to experiment with
new ways of working that better provide room for SDM and
timeout.

Ask and support teams to adapt multidisciplinary team con-
sultation & reassign communication tasks between team
members (medical specialists, nurses & nurse specialists).

Identify barriers and facilitators for implementation in the
hospital and discuss ways to respond to them at the start of
the project with the team coordinator.

Two team members (per hospital) were interviewed about
experienced barriers and facilitators of the implemen-
tation programme. This information was fed back to the
teams.

Obtain commitment for time investment at the start.

Offer expertise in the implementation of SDM, timeout, and
quality improvement on request of the hospital team by the
project team and/or experts.

Ensure that there was patient representation in the pro-
ject-team, the collaborative working sessions and local
team sessions.

Teams were provided with the views of ex-breast cancer
patients on the preferred number of consultations and the
number of days they want in between consultations. A web-
site survey was carried out and results were shared with the
teams.

Each team collected the questionnaire (SDM-Q9) of 15 pa-
tients pre-intervention and 15 patients post-intervention.
The results of the questionnaire were fed back to the team
via a report.

Table S2. Perceived involvement in decision making (SDM-Q9) during consultations.

Pre-implementation

Post-implementation

Total
MD (95% CI)

Mean
91.3
87.6
89.9

N SD

72 11.5
33 14.4
105 25

3,74 (1,25 - 6,23)
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Supplementary material

Supplementary material is available at BJS Open online.
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Abstract

Background: Enhancing the application of shared decision-making (SDM) is
critical for integrating patient preferences in breast cancer treatment choices.
We investigated the effect of an adapted multilevel SDM implementation
programme in breast cancer care.

Methods: Breast cancer patients qualifying for (neo)adjuvant systemic
treatment were included in a multicentre before-after study. Consultations
were audio recorded between June 2018 and July 2019 and analysed using the
five-item Observing Patient Involvement in Decision-Making (OPTION-5) in-
strument to score SDM application by clinicians. The Shared Decision-Making
Questionnaire (SDM-Q-9) was used to rate patients’ perceived SDM level. Con-
sultation duration, decision types, number of options discussed and consulta-
tions per patient were monitored. Regression analysis was used to investigate
the correlated variables and programme components.

Results: Mean OPTION-5 scores increased from 33.9 (n = 63) before implemen-
tation to 54.3 (n = 49) after implementation (p < 0.001). The SDM-Q-9 scores did
not change: 91.1 (n = 51) at baseline versus 88.9 (n = 23) after implementation
(p = 0.81). Without increasing consultation time, clinicians discussed more
options after implementation. The regression analysis showed that exposure
to the implementation programme, redistribution of tasks and discussing
feedback from consultations was associated with a higher level of SDM.
Conclusion: The multilevel programme helped clinicians achieve clinically
relevant improvement in SDM, especially when it is tailored to (individuals
in) teams and includes (e-)training, discussing feedback on consultations and
redistribution of tasks.
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Introduction

Breast cancer is the most common cancer in women worldwide M. Patients with
early stage breast cancer have a (very) good long-term prognosis, with a five-year
survival of 85-90% in high-income countries . Chemotherapy or hormone therapy
improves survival ®l, but this benefit only applies to a small proportion of patients
and must be weighed against the high risk of side effects. As these choices have sig-
nificant implications for the patients’ quality of life and clinician preferences can
strongly influence treatment decisions, it is critical to explicitly integrate patient
preferences in their treatment choices ™.

Shared decision-making (SDM) is a collaborative process that integrates patient
values and preferences with clinical evidence about available options and their
risks and benefits, to arrive at patient-centred decisions about diagnosis, treatment
or follow-up when more than one medically reasonable option is available ®°.
Especially in Western healthcare settings, SDM is considered as an important
pillar of patient-centred care and value-based healthcare ™7, and an ethical
imperative ®. Designating concrete steps that address core elements in the SDM
process that is meant to take place, e.g., step models and recognizable examples,
can help raising clinician’s awareness and make them realize what SDM means for
their own context ©101,

The popularity of SDM is understandable given the positive effects: SDM-enhanc-
ing interventions such as decision aids make patients, also in low health-literacy
groups, more active in decision making while making choices that better match
their personal values, without adverse effects on anxiety, health outcomes or
patient satisfaction >34, Similar outcomes, such as increased patient confidence
in treatment decisions, treatment satisfaction and confidence in their clinicians,
are reported in oncology '>19. Positive experiences are also reported for clinicians,
such as a lower risk of burnout ") and encounters with breast cancer patients that
are both more structured and more interesting [11]. In addition, over the years,
patients themselves want to become more involved in decision-making [18]. This
is especially challenging for clinicians to achieve in decisions about systemic
therapy with (older) breast cancer patients, as patients might seem passive but do
prefer involvement and, therefore, need explicit encouragement to participate .

However, determining the effectiveness of an innovation does not guarantee its
inclusion in daily practice ®. This also holds for SDM 22 especially in the case of
(breast) cancer given its life-threatening character and the complex medical infor-
mation of the many available options . Therefore, implementation efforts have
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increased in recent years ?. This has taught us that multilevel approaches seem
necessary, using different interventions in a tailor-made approach ?>2%27, Ultimate-
ly, implementing SDM may require that the organisational culture is transformed,
and leadership and rewards focus on adopting (more) SDM as part of continuous
improvement ?*?’l. Direct observation of clinical encounters followed by struc-
tured feedback and coaching is educationally valuable B and seems promising for
improving SDM behaviours #1231, Poor post-trial implementation of decision aids
can be improved by incorporating them in the clinical workflow, especially by an
accurate timing and an explicit report of the multidisciplinary team that treatment
“is to be discussed with the patient” B4,

In a previous study on which this research builds, a multilevel implementation
programme appeared to improve the adoption of SDM behaviour of clinicians
over time, as observed during consultations regarding the surgical phase of breast
cancer ., This programme was grounded in theoretical literature and used a
four-level framework for designing an effective implementation strategy . In an
evaluation study, clinicians especially appreciated that the programme: (1) made
clear how SDM was of benefit to themselves and patients, (2) contained both the-
ory-based and practical feedback and training, (3) included a focus on the team
and care pathway and (4) involved patients [11]. The feedback of the participants
was used to refine the programme. While it confirmed that a multilevel systematic
approach is needed to achieve SDM implementation, this and other similar studies
fail to provide any clues as to which parts of the programme are most effective.

The primary aim of this study is to investigate whether an improved multilevel
SDM implementation programme, which explicitly provides patients with reflec-
tion time, helps clinicians to adopt SDM while discussing systemic treatment in
breast cancer and whether patients experience more involvement in decision
making. This study attempts to reveal the relative contribution of programme
components (working mechanisms) that lead to increased SDM application. The
second study aim is to detect whether applying more SDM influences important
features of consultations, such as the consultation duration, the number of options
discussed and the type of decisions made.

64



Multilevel SDM implementation programme for systemic treatment in breast cancer

Materials and methods

Study Design

The Standards for Reporting Implementation Studies (StaRI) was used as a
guideline for the design and report on the study [36]. An unpaired before-after
implementation study was used to evaluate whether a multilevel implementation
programme would enhance the level of SDM of clinicians observed in consulta-
tions 2.

Study population and selection

Five breast cancer outpatient clinics in the Amsterdam region of the Netherlands
were invited to participate in the study. An intake interview was conducted with
each hospital. A hospital team was included if they were willing to invest the time
required for the project and if training in SDM had not recently taken place. Both
the clinical team and the research team had to be positive about collaboration.

All clinicians involved in the patient’s decision-making process regarding systemic
treatments for breast cancer were asked to participate in the study. Clinicians had
to have the intention to participate in both the pre-test and the post-test. If a team
did not accept the invitation, a team from another hospital was approached.

Patients qualified for inclusion if diagnosed with early-stage breast cancer with
an indication to discuss (neo)adjuvant systemic treatment. Patients were eligible
if they, or an accompanying person, spoke Dutch fluently. Each patient received
information about the study and what their cooperation would entail. All patients
completed an informed consent form. Each patient was included only once.

Ethical approval
Approval for the study was obtained from the medical ethics review board
(W16.019).

Implementation programme

The initial design of the implementation programme has been described in prior
publications "*!. It was theory-based, drew implementation lessons from previous
research and paid attention to explicitly giving patients time to reflect on current
choices. This theoretical framework for implementation was used to respond ef-
fectively to identified barriers to and facilitators of SDM implementation ®. The
model distinguishes four implementation levels, on which promising implemen-
tation strategies are designed: (1) Innovation: the concept of SDM; (2) Users of the
innovation; (3) Organisational context; and (4) Socio-political context.
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The programme was initially tested from April 2016 to September 2017, for ear-
ly-stage breast cancer (surgical) treatments among six outpatient teams of hospitals
in the Utrecht region ®. At the end of the implementation, the programme was
evaluated ™. The outcomes of the evaluation of phase 1 were used to adapt the
implementation programme for this study (Table S2). The following changes were
made to the programme. (1) Feedback: the written feedback was individualized
(if multiple clinicians were involved in the decision-making process with one
patient) and described more concretely which communication behaviour would
increase the existing score. (2) Training: for improving skills, an actor was present
(instead of role-play by clinicians themselves) to practice SDM in consultations
based on self-reported clinical cases. (3) Patient involvement: an attempt was made
to strengthen the bond with a local patient representative. (4) Project team: each
hospital team was given a permanent contact person and provision of informa-
tion to hospital teams, especially about planning, was improved. (5) Collaborative
meetings: the number of organised collaborative team meetings, was reduced
from four in the previous trajectory to two meetings during this programme. This
change was made because it was difficult for clinicians from different hospitals to
find time in their busy schedules at the same time.

Concurrent activities that might influence the level of SDM were monitored via a
logbook. A clinician from each team, together with one of the researchers, kept
this logbook. Patients were involved during all phases of the programme: they
participated in the design, implementation and evaluation of the programme as
members of the research/project team. They contributed to the integration of the
patient’s perspective in providing the feedback on consultations. Moreover, for
each hospital team there were local patient representatives who participated in
the training and were available for questions from the team.

Data collection

Each hospital team was asked to audiotape 15 decision-making processes before
and after implementation of the programme. One decision-making process meas-
urement was defined as one or more consultations conducted by one or more clini-
cians from the team to make one decision about systemic breast cancer treatment.
Patients and clinicians were aware of this and were instructed to proceed with their
consultation as normal (pre-intervention) or to apply what they had learnt during
the intervention (post-intervention). Recruitment of all consecutive patients newly
diagnosed with breast cancer and facing a treatment decision, took place between
June 2018 and October 2018 (pre-implementation), and between March 2019 and
July 2019 (post-implementation).
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As primary outcome measure, the OPTION-5 instrument was used to measure the
extent to which clinicians involved their patients in the decision-making process
during audio-recorded real-life consultations . This instrument scores five key
decision-making behaviours of the clinician and was found to be suitable for use
in oncology ®¥. Each of the five items can be rated on a scale ranging from 0 (no
effort made) to 4 (exemplary effort made), leading to an overall mean score that
is expressed as a percentage of the maximum score. The higher the score, the
better the clinician’s SDM behaviour was during the consultation. Each audiotaped
consultation was independently rated by two researchers out of a team of three
(HvV, EvW, GB) by using the OPTION-5 coding scheme (http:/www.glynelwyn.
com/observer-option-5-2014.html (accessed on 24 November 2022)). The coding
scheme has been adapted for vascular surgery and oncology #¥ and was refined to
the specific context of discussing systemic treatment in breast cancer to increase
inter-rater agreement when scoring the audio-recordings (Table S1). These inde-
pendent scores of the two raters were compared and discussed to reach agreement
on the final score. To determine the inter-rater agreement, unweighted Cohen’s
Kappa (x) values were calculated. Its value ranges from -1 to 1, with values greater
than 0.6 considered substantial #%.

As secondary outcome measure, patients rated their perceived involvement in
the decision-making process at the end of the final consultation when a decision
about breast cancer treatment was made, by completing the SDM-Q-9 question-
naire #4241, Patients scored nine statements on a six-point scale, ranging from
‘completely disagree’ (0) to ‘completely agree’ (5). To calculate a percentage of the
maximum score, ranging from 0 (no SDM) to 100 (maximum level of SDM), the
scores of the 9 items per patient were added up and multiplied with 20/9. Question-
naires were excluded when the patient left three or more items unanswered. If one
or two values were missing, these were imputed by the mean of the items that were
scored 2.

Finally, factors possibly correlated with OPTION-5 scores were recorded, and for
each team, the participation of each clinician in the measurements and imple-
mentation activities of the programme was monitored (as part of the logbook) to
explore the working mechanisms of the programme in terms of the relative benefit
of each part of the programme. The loghook was maintained by a researcher in
consultation with the contact person of each clinical team.

To identify key features of consultations, other outcomes retrieved from the au-

dio-recorded consultations were consultation duration, number of options being
discussed and type of decisions that were made.
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Sample size calculation

It is conceivable that relatively high OPTION-5 scores can be observed in oncology,
because good communication about (breast) cancer is generally acknowledged
to be important when there is a clear (shared) decision moment from the per-
spective of clinicians %I, For the calculation of an adequate sample size, a
mean OPTION-5 score of 39 before the intervention was used, as was found in
the previous breast cancer study *>%. A total sample size of recordings from 120
patients (ideally 60 in the pre-measurement and 60 in the post-measurement) was
needed to perform an unpaired t-test, based on an expected improvement in mean
OPTION-5 score from 39 before implementation to 49 after implementation, with
a standard deviation of 13, an intra-cluster correlation rho of 0.01 (to correct for
interhospital differences), an a of 0.05, a power of 80% and an effect size of 0.77. To
anticipate possible recording failures or dropouts, the goal was to include a total of
150 recordings of patient encounters.

A minimal improvement of 10 points was considered clinically relevant, as clini-
cians’ efforts in applying SDM will improve from ‘minimal’ to ‘moderate’ after an
average half-point improvement on each of the five items 3.

Statistical analysis

Descriptive statistics are reported as percentages, or mean (with standard
deviation; SD) or median (with interquartile range; IQR) values. Differences are
presented as risk differences (RD) or mean differences (MDs) with their 95 per
cent confidence intervals (95%CI). To examine differences between categorical
variables, Pearson’s statistic was used. Statistical analysis was carried out using
SPSS Statistics v. 28.0 (IBM, Armonk, NY, USA). P values <0.050 (two-sided) were
considered statistically significant.

After selecting the variables related to the observed SDM level through univaria-
ble regression, a backward stepwise regression analysis was performed until all
remaining variables in the model had a p-value <0.05. These would be the inde-
pendent factors significantly related to the OPTION-5 score. To give a complete
picture, all variables were reported in the model. This regression analysis also
corrects for the expected collinearity between variables [47]. First, variables
that were not part of the intervention were analysed: (1) clinical team, (2) type
of clinician, (3) number of options discussed, (4) total exposure to programme
implementation, (5) consultation duration. Subsequently, the components of the
implementation programme were analysed. The variables recorded in the log, on
which the 5 participating teams had exactly the same results were combined in the
regression model: (1) completion of E-learning and reallocation of tasks; (2) use of
a decision tool, adjustment of care path and appointment of coordinator; (3) having
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discussed feedback from consultations; (4) patient involvement; (5) participation
in training; (6) participation in collaboration meetings; and (7) number of record-
ings submitted.

Results

Participants

Hospital teams

Five out of a total of seven approached hospitals participated in the study. Two
hospitals (one teaching hospital and one general hospital) in the Amsterdam
region did not accept the invitation to participate because their doctors considered
the expected time investment (12-20 hours per clinician) too high in relation to
the expected benefit. Therefore, two (teaching) hospitals outside the Amsterdam
region were asked to participate, both of which agreed to participate. All teams
performed pre- and post-intervention decision-making process measurements.
Participation in the activities of the implementation programme differed per team
(Table 1), e.g., one hospital only included two patients in the post-measurement.

The participating clinicians before and after the implementation were similar
regarding background and education. Before implementation, 7.9% of the partic-
ipants were surgeons, and after implementation, 10.4% were surgeons. For nurse
specialists and medical oncologists, these percentages were 9.5% and 82.5%, re-
spectively, before implementation, and 16.7% and 72.9%, respectively, after imple-
mentation. The practitioners who participated in the post-measurement were the
same, except for one oncologist, who only participated in the pre-implementation

Table 1. Participation of hospital teams in the program.

Partic- Care pathway Reallocation Participation Patients Discussed
ipation  redesign, of tasks/ cliniciansin2 involved feedback from
inteam decision tool e-learning collaborative consultations
training used, coordina- meetings (N) (N before;
tor appointed N after)
Team 1 Yes Yes No Yes (2) Yes Yes (14;15)
Team 2 Yes No No No (0) No Yes (9;9)
Team 3 Yes No No Yes (4) Yes Yes (9;2)
Team 4 Yes Yes Yes Yes (3) Yes Yes (16;15)
Team 5 Yes No No Yes (2) Yes Yes (15;8)
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measurement, and three nurse practitioners who were replaced between the pre-
and post-implementation measurements.

There was no registration in the logbooks of concurrent activities unrelated to
the programme that might have influenced the level of SDM. Two hospital teams
adapted the care process: in one hospital, the consultation with a nurse or nurse
specialist now preceded the consultation with the medical oncologist (instead of
afterwards), and in the other hospital, an additional consultation with the nurse
or nurse specialist was offered in addition to the consultation with the medical
oncologist.

Patients

A total of 112 consultations of patients with newly diagnosed breast cancer were
successfully recorded: 63 consultations before and 49 after implementation.
Patients’ ages ranged from 25 to 86 (mean 60) years (SD: 13).

Characteristics of consultations

The options discussed were chemotherapy, hormone therapy, combined therapy
(chemo/targeted therapy, chemo/hormone therapy, hormone/chemo/targeted
therapy) and active surveillance. Other options related to these decisions, such as
the use of cooling caps during chemotherapy, psychological support and extra di-
agnostic procedures, were not scored with the OPTION-5, but clinicians did receive
feedback if considered relevant for applying SDM. The mean number of consulta-
tions needed to decide about systemic treatment for breast cancer was 1.75 (range
1-5) consultations per patient. No significant difference was observed between the
median duration of consultations before (36:00 min:sec) and after (40:00 min:sec)
the intervention (p = 0.74).

In total, 77.5% of the consultations were held by clinicians who participated in
feedback meetings, 38.8% were held by clinicians who participated in group
meetings, 98% were held by clinicians who attended a SDM training and 30.6%
were held by clinicians who completed the E-learning. All but one hospital team
involved a patient representative at a local level.

SDM adoption by clinicians

All five teams showed higher total OPTION-5 scores after the implementation,
although the variation among teams was considerable (Table 2). The total mean
OPTION-5 scores increased from 33.9 (SD 14.8) at baseline (63 patients) to 54.3 (SD
19.9) (52 patients) after implementation (MD 20.4 (p < 0.001, 95% CI: 13.6 to 27.2)).
The three raters reached acceptable levels of inter-rater agreement over the rated
consultations (k = 0.57, x = 0.47 and k = 0.60).
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Table 2. Consultation characteristics before and after the implementation program.

Pre-

Post-

Difference

1. Option-5 scores (SD) (N)
Hospital team 1
Hospital team 2
Hospital team 3
Hospital team 4
Hospital team 5
Total (N=112)

2. Total SDM-Q-9 scores

Median (IQR) (N=74)

3. Consultation duration

Median min:sec (IQR) (N)

4. Number of consultations
1 per patient (%)
>1 per patient (%)

5. N of options offered

1 option (%)
2 options (%)
3 options (%)
4 options (%)
Total mean

6. Type of option offered

Active surveillance

Chemotherapy

Hormone therapy

Chemo/targeted therapy

Chemo/hormone therapy

Hormone/chemo/
targeted therapy

No decision yet

7. Chosen options
Conservative treatment
Chemotherapy

Hormone therapy
Chemo/targeted therapy
Chemo/hormone therapy

Hormone/chemo/
targeted therapy

No decision yet

implementation

26.4 (11.0) (14)
28.9 (10.8) (9)
45.6 (13.8) (9)
43.8 (13.1) (16)
26.3 (12.9) (15)
33.9 (14.8) (63)

91.1 (82.2-100.0) (51)
36:00 (24.0-70.0) (63)

31 (49.2%)
32 (50.8%)

23.3% (14)
60.0% (36)
15.0% (9)
1.7% (1)
1.95% (60)

68.3% (41)
50.0% (30)
61.7% (37)
11.7% (7)
1.7% (1)
1.7% (1)

1.7% (1)

9.8% (5)
29.4% (15)
39.2% (20)
13.7% (7)
3.9% (2)
0.0% (0)

3.9% (2)

implementation

58.0 (17.0) (15)
50.0 (12.2 (9)
52.5 (3.5) (2)
65.7 (21.4) (15)
31.3 (11.3) (8)
54.3 (19.9) (49)

88.9 (82.2-100.0) (23)

40:00 (25.0-77.0) (49)

24 (49.0%)
25 (51.0%)

10.2% (5)
53.1% (26)
6.1% (3)
30.6% (15)
2.57% (49)

81.6% (40)
67.3% (33)
59.2% (29)
12.2% (6)
32.7% (16)
4.1% (2)

0.0% (0)

8.2% (4)
28.6% (14)
30.6% (15)
8.2% (4)
14,3% (7)
2.0% (1)

8.2% (4)

(p-value) (95%CI)

+31.6 (<.001) (20.6 to 42.6)
+21.1 (<.001) (9.6 to 32.7)
+6.9 (.51) (-16.1 to 30.0)
+21.9 (.002) (9.0 to 34.8)
+5.0 (.37) (-6.3 t0 16.2)
+20.4 (<.001) (13.6 t0 27.2)

-2.2(0.81)

+04:00 (0.74)

-0.2% (.98) (-17.8 to 18.2)
+0.2% (.98) (-17.8 to 18.2)

-13.1%

-6.9%

-8.9%

+28.9%

+.62% (p<.001) (.28 to .96)

+13.39% (.11) (-3.3 t0 28.4)
+17.3% (.07) (-1.2 to 34.1)
-2.5% (.79) (-20.4 to 15.4)
+0.5% (.93) (-11.8 to 14.0)
+31% (p<.001) (17.5 to 45.0)
+2.4% (.44) (-5.4 t0 12.1)

-1.7% (.36) (-8,9 to 5.7)

-1.6% (.77) (-13.9 t0 10.7)
-0.8% (.93) (-18.2 t0 16.7)
-8.6% (.37) (-26.2 10 9.9)
-5.5% (.37) (-18.5t0 7.5)
+10.4% (.07) (-1.4 to 23.1)
+2.0% (.31) (-5.2 to 10.7)

+4.3% (.37) (-6.3 to 15.6)

Percentages may not add up to 100% due to rounding
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Table 3. Regression analysis of factors that are not part of the implementation program and expo-
sure to implementation program.

Independent variables

B-coefficient* (95% CI) -value
p

1. Hospital team

Team 1 reference

Team 2 -4.2 (-16.8 to 8.4) .51

Team 3 7.7 (-4.0 t0 19.3) .19

Team 4 -4.0 (-18.0t0 9.9) .57

Team 5 -10.9 (-21.8 t0 .12) .053
2. Type of clinician

Medical oncologist reference

Nurse specialist 10.2 (-6.7 to 27,1) .24

Oncology surgeon 10.4 (-6.3 to 27.0) .22
3. Number of discussed options

1 option reference

2 options 10.2 (2.7 to 17.6) .008

>2 options 14.4 (4.2 to 24.6) .006
4. Consultation duration

<25 minutes reference

25-45 minutes 3.3 (-5.3t0 11.8) 45

>45 minutes 6.5 (-3.7t0 16.7) .21
5. Exposure to implementation program

No exposure (0 activities) reference

Median exposure (1-5 activities) 13.1 (4.9 to 21.3) .002

High exposure (6-10 activities) 19.6 (11.9 to 27.3) <.001

This model explained 50% (Adjusted R2) of the variance.
* For interpretation, the Beta coefficient represents the increase in OPTION-5 score of this variable
compared to the reference variable.

Perception of patients

Of the 112 included patients, 74 completed the SDM-Q-9: 51 questionnaires before
and 23 after implementation (overall response rate 66.1%). Three questionnaires
hadto beimputed because patientsleft one or two items unanswered. The perceived
involvement in decision-making was generally high and was not changed by the in-
tervention: before the implementation the median score was 91.1 (IQR: 82.2-100.0)
versus 88.9 (IQR:82.2-100.0) after implementation (p = 0.81) (Table 2).
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Table 4. Regression analysis of components of the implementation program.

Independent variables

B-coefficient* (95% CI) p-value

1. Completion E-learning & reallocation of tasks

Not carried out reference

Carried out 11.4 (0.31 to 22.5) .044
2. Use of decision tool, adjustment of care pathway, and appointment of a coordinator

Not carried out reference

Carried out 6.0 (-5.3t0 17.3) .30
3. Having discussed feedback from consultations

No participation reference

Participation 18.7 (10.0 to 27.4) <.001

This model explained 50% (Adjusted R2) of the variance.
* For interpretation, the Beta coefficient represents the increase in OPTION-5 score of this variable
compared to the reference variable.

Correlated variables

Table 3 showsthatthe exposure to the implementation programme and the number
of discussed options with the patients are significantly correlated to the observed
level of SDM among clinicians. The Beta coefficient represents the increase in
OPTION-5 score of this variable compared to the reference variable: e.g., with
"high exposure’ means that the average OPTION score increases 19.6 points when
the implementation programme is (almost) fully implemented. No correlation was
found for the clinical team, type of clinician and consultation duration.

Programme components (working mechanisms)

When analysing the different components of the intervention programme, (1) the
completion of the e-learning and reallocation of tasks and (2) having discussed
feedback from consultations were significantly correlated (p < 0.05) with the level
of SDM (Table 4). No correlation was found for the use of a decision tool, adjust-
ment of the care pathway, and appointment of a coordinator. The variables (1)
patient involvement; (2) participation in training; (3) participation in collaboration
meetings; and (4) number of recordings submitted, were removed due to colline-
arity.
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Key consultation features: duration, discussed options and decisions
made

After implementation, clinicians were significantly more likely to offer four
different treatment options during the consultation than before, while there was
no increase in consultation duration (Table 2). Additionally, chemo/hormone
therapy was discussed significantly more often after the intervention. The type of
decisions did not differ significantly between the pre- and post-intervention teams
(p =0.41).

Discussion

Discussion of results

After evaluation and adaptation, the multilevel implementation programme again
led to improved patient involvement in the decision-making process ™, without a
significant increase in consultation duration. No effect was demonstrated on the
patients’ perceived involvement in decision making as measured by the SDMQ-9.

Although implementation efforts in the field of SDM are increasing ¥, these results
are both promising and generalizable to other (cancer) settings: The 20-point
increase in observed SDM behaviour, focusing on discussing systemic therapy
in early-stage breast cancer, was relatively high %, Moreover, it occurred in
five different clinical teams among team members from different clinical back-
grounds (medical oncologists, oncology surgeons, nurses, nurse specialists). It
implies that focusing the assessments on the interprofessional team performance,
rather than the individual performance of each clinician, is meaningful because
the possible improvements are then also approached as a team — or even organi-
sational — performance. This is in line with the plea for addressing organisation-
al characteristics as part of implementation approaches ?”. Therefore, it seems
prudent to continue with systematic implementation approaches that focus on the
team to strengthen the social support. At the same time, these approaches should
allow customization for the different teams and even individual team members,
especially to stimulate the intrinsic motivation needed for sustainable behaviour-
al change %241, The result from this research seems to recommend periodic indi-
vidual feedback on each individual clinician’s consultations, in addition to inter-
ventions aimed at the team (feedback on consultations on general issues for team
learning; effective division of tasks; and facilitation with, for example, decision
tools and outcome data) and the organisation (process redesign). Future research
may focus on how to make multilevel implementation efforts more effective and
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easier to scale-up and may produce improvements that last, especially as part of a
continuous improvement process.

Exposure to the implementation programme—even moderate exposure—was
found to be the most strongly correlated variable for increasing observed SDM
behaviour. Encouragingly, this influence is much greater than other hard-to-
change variables such as the type of doctor or the length of the consultation.
Within this implementation programme, the finding that the redistribution of
tasks, e-training, and the discussion of feedback from consultations is associated
with more application of SDM, is a breakthrough. These can be added to already
proven interventions such as decision aids and training ?23#l. Further research
is needed into the possible contribution of care pathway redesign and patient in-
volvement, also because these variables may be less related to SDM scores as such,
but rather to aspects such as consultation duration, number of consultations, and
patient and practitioner satisfaction. This is especially important as both patients
(representatives) and clinicians in the project indicated that having time to make
decisions is an important condition for participation in SDM 2541,

The intervention helped clinicians to discuss more options with their patients, par-
ticularly combined chemo/hormone therapy. Moreover, a trend was seen towards
offering active surveillance and chemotherapy more often. Previous research also
indicates that patients who use a decision aid or receive more SDM more often
choose the option of active surveillance P>°. As there seems to be shift towards
choices that are more in line with the values of patients after the use of decision
aids [12], this underlines the importance of SDM implementation.

The COVID pandemic has accelerated the use of hybrid care. Phone consultations
were already part of our programme so there seems no impediment to promoting
the adoption of SDM also during digital consultations. An additional advantage of
hybrid care is that it becomes easier to add an extra (digital) consultation in the
care pathway to offer patients more reflection time. In addition, it may lower the
threshold for patients to use digital means of communication and support, such
as video information and better use of the electronic patient record. The imple-
mentation strategies, including financial compensation, will have to be adapted
accordingly.

Strengths and limitations

A strength of this study was the active participation of clinicians from different
backgrounds, and patient representatives in designing, implementing and eval-
uating the programme, based on a theoretical implementation framework. In
addition, due to the cooperation with the contact person of each clinical team,
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an adequate registration of participation in the parts of the implementation
programme could be obtained.

A study limitation is the before-after design without control group, especially since
the programme lasted more than a year. Therefore, an effort has been made to
keep accurate records of the simultaneous actions taken by teams. The fact that
the patients in the pre-test were different from those in the post-test also makes
it uncertain whether completely comparable groups were included, while correc-
tion for disease stage and recurrence risk for instance was not possible as these
data were not collected in the study. The alternative of cluster randomization was
rejected because of the much higher cost in relation to the effect as well as the pos-
sibility to scale up such an implementation programme. As the investigators had
to provide relevant feedback as part of the implementation, patients, clinicians
and investigators could not be blinded to the intervention and the recordings. Cli-
nicians may have gone the extra mile to incorporate SDM in their consultations.
However, previous research shows that the effect of this on the SDM-scores is
limited 2. In addition, raters may have been biased in scoring the consultations,
as they knew that they were listening to pre-implementation or post-implementa-
tion recordings.

The required sample size was calculated for a 10-point increase in the primary
outcome measure. This may mean that the size of this sample is insufficient to
demonstrate significant effects of the secondary outcomes.

A limitation of the regression analysis was that some variables recorded in the
logbooks for which the five participating teams had exactly the same results had
to be merged in the model. Consequently, it is not clear which of the two variables
‘e-learning’ and/or ‘reallocation of tasks’ were significantly correlated. Finally, the
pre-implementation scores were relatively high #2°4. This was expected, as for
breast cancer communication efforts are already relatively intensive as compared
to other conditions #¥ and the assessments were focused on the performance of
the whole team. However, this may imply that for lower-scoring clinicians, the
approach needs to be adjusted in some aspects. The lack of an obligation to offer an
explicitly patient-oriented intervention as part of the implementation programme
(decision aid, three good questions, etc.) could also increase the effect of the
programme "%, because SDM involves the cooperation of two parties involved ®.
This was urged in the collaborative meetings and through the contact person of
the teams, but the commitment to using a decision tool could not be enforced. It
is worth considering to add this as a condition for participation in a programme.
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Conclusions

A theory-based multilevel SDM implementation programme, co-designed with
patients and clinicians, was found to result in a significant and clinically relevant
improvement in SDM behaviour. Although it requires a reasonable (time) invest-
ment from clinicians, the supporting research team, and patient representatives,
itis atemporary investment with no adverse effects such as increased consultation
time in the long-term. Multilevel, theory-based approaches that can be tailored to
both the challenges of the teams as a whole and individual clinicians seem prefera-
ble. Factors promoting the effectiveness of an implementation programme include
(e-)training, discussing feedback on consultations and redistribution of tasks in
the care pathway.
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Abstract

Objective: Evaluation of a multilevel implementation programme on shared
decision-making (SDM) for breast cancer clinicians.

Methods: The programme was based on the ‘Measurement Instrument for
Determinants of Innovations-model’ (MIDI). Key factors for effective imple-
mentation were included. Eleven breast cancer teams selected from two geo-
graphical areas participated; first six surgery teams and second five systemic
therapy teams. A mixed method evaluation was carried out at the end of each
period: Descriptive statistics were used for surveys and thematic content
analysis for semi-structured interviews.

Results: Twenty-eight clinicians returned the questionnaire (42%). Clinicians
(96%) endorse that SDM is relevant to breast cancer care. The programme
supported adoption of SDM in their practice. Limited financial means, time
constraints and concurrent activities were frequently reported barriers. In-
terviews (n = 21) showed that using a 4-step SDM model - when reinforced by
practical examples, handy cards, feedback and training - helped to internal-
ize SDM theory. Clinicians experienced positive results for their patients and
themselves. Task re-assignment and flexible outpatient planning reinforce
sustainable change. Patient involvement was valued.

Conclusion: Our programme supported breast cancer clinicians to adopt SDM.
Practice implications: To implement SDM, multilevel approaches are needed
that reinforce intrinsic motivation by demonstrating benefits for patients and
clinicians.

Highlights

« A multilevel approach is needed for effective implementation of SDM.

+  SDM should be advocated as an intrinsic part of the clinician’s role.

«  Process redesign and professional behavioural change are key to
enhancing SDM.

» Team training, feedback and a practical 4-step model boost the adoption
of SDM.

»  Focusing on clinician-patient interaction helps change organisational
barriers to SDM.



Evaluation of SDM multilevel implementation programme in breast cancer

Introduction

Shared decision-making (SDM) is a collaborative process in which patients and cli-
nicians make decisions together, integrating patient values and preferences with
clinical evidence about available options and their risks and benefits, to arrive at
patient-centred decisions ™. SDM is regarded as the pinnacle of patient-centred
care 2 but adoption by clinicians is slow B-*l. The application of SDM is relevant
and challenging in breast cancer care as:
a. many treatment options are available -
b. patients face treatment decisions with varying short- and long-term (side)
effects, affecting their quality of life &7
c. differentclinicians are working within a team #1911, As a result, the adoption
of SDM in (breast) cancer consultations shows considerable room for im-
provement 6812131,

Breast cancer patients prefer sharing decisions and this has increased over
time 41519, Clinicians in oncology care are generally positive towards SDM 1181
and many national policies have been designed to enhance the implementation of
SDM 1920211 SDM has been advocated to be an essential partofthe clinical role 21,2223,
Several barriers to implement SDM have been reported, including: a lack of SDM-
skills ?4, a failure to recognize that SDM differs from current practice ?2, practical
problems %1 a lack of trust in the patient’s willingness to participate in deci-
sion-making #7, and the difficulty of embedding SDM into the workflow 22281,

Potentially effective strategies to enhance SDM in clinical practice involve:
training clinicians and the use of patient decision tools to help patients engage in
SDM #-33 feedback to clinicians on performance in consultations ?533-%, On the
organisational level, incorporating timeouts in care pathways ¢ and the use of
incentives have been proposed *?-?3, However, the approaches used to implement
SDM in routine practice are seldom grounded in implementation theory, and
often fail to anticipate the change determinants associated with a specific clinical
setting [4]. Although a multilevel approach using a combination of clinician- and
patient-mediated interventions is likely to be most effective ?*%*7 to date, only a

few SDM implementation projects have used multilevel strategies to facilitate SDM
[22,34,38-40]

We evaluated a multilevel implementation programme that was developed to
enhance the adoption of SDM [, by investigating the perceived barriers and facil-
itators by participating breast cancer clinicians in the programme.
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Methods

The COREQ checklist was used to optimize the reporting of this study *.

Study design

A convergent parallel mixed-method study was conducted utilizing questionnaires
and semi-structured qualitative interviews. The programme was implemented
twice: 1. from April 2016 till September 2017, for early-stage breast cancer (surgical)
treatments and 2. from May 2018 till September 2019, for later-stage (systemic)
treatments. At the end of each phase, an evaluation was carried out. The outcomes
of the evaluation of phase 1 were used to adapt the programme in phase 2.

Study setting

For each phase, a different geographical area was chosen for selection of the study
population from which six candidate breast cancer outpatient clinics were invited
(Phase 1: Utrecht, Phase 2: around Amsterdam). Three teams declined. One team
outside the region registered voluntarily in each phase, allowing us to reach the
desired number of teams. All clinicians involved in the decision-making process
were invited to participate, i.e. breast cancer surgeons, oncologists, and (special-
ized) nurses. No financial compensation for participation was offered.

In the Netherlands, fast track diagnostics is applied: patients visit the clinic in the
morning for diagnostic assessments and receive the diagnosis at the end of the
day “2. This approach reduces the average diagnosis time to 3.0 workdays within
1.4 hospital visits ¥2. In some clinics, breast cancer surgery is planned straight
away, while in others this can take several days/consultations.

Implementation programme

The implementation programme is described in Table 1, including the adaptations
made after phase 1. The programme is based on the MIDI-model (Measurement
Instrument for Determinants of Innovations) containing four implementation
levels ¥**4, Key factors for effective SDM-implementation were included in the
programme [7,22,26,30,45—47].

Innovation (the implementation of SDM)

Evidence about the effectiveness of SDM in routine practice was incorporated,
including the 4-step model for applying SDM F. A ‘timeout’ was defined as specified
time for patients to think and reflect and was considered to be a precondition for
integrating the SDM-steps into the clinical pathway **1. An evidence summary of
SDM in clinical practice — and handy cards with example sentences — were offered
to the clinicians.
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Chapter 5

Users of the innovation (clinicians and patients)

To support behaviour useful for clinicians to apply SDM, individual and team
feedback on the audio-recorded consultations were provided, followed by a 3-hour
interdisciplinary team training BY. Recordings were made by the clinician(s) of
one or more consultation(s) with the patient. Clinicians were instructed to record
consultation(s) in which a decision had to be made. They were free to choose a
decision process for which they wanted feedback, to stimulate intrinsic learning.
The feedback was provided on paper and verbally. Individualized feedback
was available for each clinician by providing the score per OPTION-item per
patient ¥ corresponding self-used quotes, and suggestions for improvements.
Written feedback on team performance was provided, including the overall
scores, a description of their team qualities, and suggestions for improving SDM.
In a meeting, the team listened to, and talked about, their audio-recordings.

The team training session consisted of an explanation of theory, including the
4-step model, discussion about the relevance of SDM and examples of how to apply
SDM in practice. In phase 2 of the study, role-play with an actor was included in the
training and it was preceded by a 45-minute e-learning.

By suggesting the teams to use activation tools, such as Ask-Three-Questions and
decision aids, patients were empowered to participate in the consultation ®. In
phase 2, the teams were provided with a booklet and an animation explaining SDM
to patients.

Organisational context

Teams considered allocating time (timeouts) for SDM in their care pathways and
evaluated the organisation of their multidisciplinary team meetings. They were
helped by the results of a poll assessing patient opinions about the amount of
time they would like to have for the decision-making process. Key moments for
informing patients and timeouts in the clinical pathway were made explicit. They
used the feedback from their audio-recordings to reflect on the allocation of tasks
among team members. The programme was tailored to the local context: each
team defined its own goals within the scope of the programme and selected tools
to support SDM.

Socio-political context

As concurrent activities and external factors can influence the level of SDM, teams
were asked to monitor their implementation activities via a loghook. Teams were
also encouraged to involve hospital management in the project and to inform
healthcare insurers, professional bodies, and other stakeholders about the
programme.
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Patient involvement

Patient involvement has been added to the framework and plays a role in all four
levels: Participation of one patient advocate (a trained patient) and two patient
representatives in the research team, and by ad hoc participation of at least one
patient advocate in training sessions and meetings with the hospital teams. Results
of a poll among patients and the perceived involvement in decision-making of the
recorded patients (via the SDM-Q9) were fed back via the team meeting and the
written feedback report.

Participants

All clinicians who actively participated in the programme were invited to complete
the questionnaire (Table 2). Distribution and collection of the electronic question-
naire were done by the team coordinators to ensure anonymity. Based on previous
literature, 5-6 participants per clinical group per phase is required to capture the
majority of themes 5%. For the interviews (Table 3) a purposive sample was drawn
from the 11 participating teams to recruit clinicians with different clinical roles.
The team coordinator ((specialized) nurse) of each team was asked to participate in
a semi-structured interview and to recruit one physician from the team.

Recruitment and data collection for the questionnaires and interviews were
conducted from April to June 2017 (phase 1) and April to June 2019 (phase 2), im-
mediately after the implementation programme has ended. The team coordinator
was asked to send two reminders to non-responding team members, after 3 and 6
weeks.

Questionnaires and interviews

The MIDI-model describes 29 determinants that can enhance or hinder the im-
plementation of an innovation, divided into the four levels mentioned above 4.
The validated example questions provided by the MIDI-model were rephrased in
a questionnaire (Table 2) and a semi-structured interview guide (Table 3) into 25
items relevant to our programme, to be rated on a five-point Likert scale ranging
from “entirely disagree” to “entirely agree” *4. Three open questions were added
to the questionnaire so respondents could list what they thought were the most
prominent facilitators of and barriers to the implementation of SDM. The survey
was reviewed for content and face validity by authors with expertise in the field of
SDM and patient involvement (by LK, HvV, HVo, MS, EV) and tested in a previous
pilot programme . The face-to-face interviews were conducted by one researcher.
Each interview lasted approximately 45 min and was recorded with permission
from the interviewee. Two experienced researchers (HvV, HVo) trained the other
researchers (LK, MS, JO, EvW) and discussed their first interview afterward, to
ensure consistency between interviewers.
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Table 2. Questionnaire data: clinicians’ experience with the SDM implementation program

Phase 1 (N=15) Phase 2 (N=13)

Statement Disagree* Neutral Agree Average** Disagree Neutral Agree Average

Innovation (the implementation of SDM)

1 SDM***is easy 7% 0% 93% 3,3 0% 0% 100% 3,1
to understand.

2 SDMis easy to 20% 7% 73% 2,8 23% 8% 69% 2,8
apply in practice.

3 The theory of 13% 7% 80% 2,7 23% 15% 62% 2,7
SDM is scientifi-
cally justified.

4 The approach 0% 0% 100% 3,4 0% 0% 100% 3,4
corresponds to
my opinion about
what constitutes
good health care.

5 The effects of SDM 13% 7% 80% 2,7 38% 8% 54% 2,8
are clearly visi-
ble in practice.

6 SDMisrelevant to 0% 0% 100% 3,5 0% 8% 92% 3,3
breast cancer care.

7 SDM corresponds 7% 7% 87% 3,1 31% 8% 62% 2,8
with the way I was
used to working****,

User (clinician & patient)

8 Ipossessenough 7% 7% 87% 3,0 15% 23% 62% 3,1
knowledge about
the theory of SDM to
be able to properly
implement it****,

9 Implementation of  20% 7% 73% 2,7 15% 15% 69% 3,0
SDM has advan-
tages for me****,

10 Implementation of 53% 0% 47% 2,4 46% 15% 38% 2,6
SDM has disadvan-
tages for me****,

11 Patients generally co- 7% 7% 87% 2,7 0% 15% 85% 3,1
operate in SDM****,

12 Patients appre- 0% 0% 100% 3,1 8% 15% 77% 2,9
ciate SDM****,

13 Ireceive sufficient 7% 7% 87% 3,0 15% 23% 62% 2,9
support from
colleagues****,

14 Ireceive sufficient 27% 0% 73% 3,0 8% 31% 62% 2,9
support from my di-
rect supervisor****,

15 My colleagues apply 13% 7% 80% 2,9 38% 23% 38% 2,4
SDM in their way
of working****,
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Table 2. - Continued Questionnaire data: clinicians’ experience with the SDM implementation
program

Phase 1 (N=15) Phase 2 (N=13)

Statement Disagree* Neutral Agree Average** Disagree Neutral Agree Average

16 Tapply SDMin my 13% 7% 80% 2,8 31% 23% 46% 2,6
way of working.

17 Ican completely 13% 0% 87% 3,0 54% 23% 23% 2,3
implement all 4
steps of SDM during
my consultations.

18 SDM is suitable for 0% 27% 73% 2,8 0% 15% 85% 3,3

my role as a doctor/
nurse (practitioner).

Organizational & sociopolitical context

19 Sufficient financial 33% 27% 40% 1,9 23% 23% 54% 2,8
means are available
to implement SDM.

20 Thereis enough 20% 13% 67% 2,5 62% 23% 15% 2,2
time available.
21 There are enough 33% 13% 53% 2,3 54% 23% 23% 2,3

means and facili-
ties available****,

22 One or more people  13% 7% 80% 2,9 38% 8% 54% 2,7
are designated to co-
ordinate the imple-
mentation of SDM.

23 Other projects and 7% 7% 87% 3,1 15% 15% 69% 2,9
changes are being
implemented in
the hospital at the
same time****,

24 Thereis enough 27% 13% 60% 2,7 31% 0% 69% 2,7
feedback for partici-
pants about the pro-
gress of the project.

25 Rules and laws in- 67% 7% 27% 2,1 38% 31% 31% 2,3
hibit the implemen-
tation of SDM****,

Support of research team

26 Enough materials 0% 7% 93% 3,0 0% 0% 100% 3,4
are provided by the
research team.

27 Enough support 7% 20% 73% 2,71 0% 15% 85% 3,4
is provided by the
research team.

28 The meetings are 0% 7% 93% 2,9 8% 23% 69% 3,0
helpful for the imple-
mentation of SDM.
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Table 2. - Continued Questionnaire data: clinicians’ experience with the SDM implementation
program

Phase 1 (N=15) Phase 2 (N=13)
Statement Disagree* Neutral Agree Average** Disagree Neutral Agree Average
29 Easy access to 7% 20% 73% 2,7 23% 23% 54% 2,7
information is
provided by the
research team.
30 Enough feedback has 20% 7% 73% 2,8 15% 8% 77% 2,8

been received from
the research team.

31 The collaboration 0% 13% 87% 2,8 8% 0% 92% 2,9
with the research
team is good.

32 The collaboration 13% 27% 60% 2,2 31% 31% 38% 2,7
between participat-
ing hospitals is good.

* Agree is the sum of the answer categories strongly agree & agree, and disagree is the sum of
strongly disagree and disagree.

** The average is calculated from 5 answer categories, range 0-5.

*** SDM = shared decision making.

**** Does not add up to 100% because of rounding.

Open questions about TO & SDM and the support you experienced from the project team:

1.  According to you, what are the three most important success factors for applying TO & SDM in
daily practice? And what are the three most hindering factors for applying SDM?

2. What differences did you experience in applying timeout and applying SDM? “Is applying the one
easier or more difficult than the other”?

3. What aspect of support from the research team was most valuable for you? (e.g. the training,
meetings, visits, materials, learning environment, interactions between participating teams).
What suggestions do you have to improve the support provided by the research team?

Data analysis

Data analysis consisted of content analysis (surveys) and thematic analysis (inter-
views). All results were analysed anonymously. The data obtained from the ques-
tionnaire were exported from an Excel file in SPSS Statistics version 25 to calculate
descriptive statistics. All interviews were transcribed (verbatim) using Express
Scribe Transcription software (Free Version 2017) and analysed. Respondent
validation was achieved by sending interviewees their transcript to approve the
content. Each transcript was independently coded by two of four researchers (LK,
HvV, HVo, EvW) 1. Deductive thematic analysis was carried out on the dataset
by marking text excerpts in the transcripts reflecting a ‘barrier to’ or a ‘facilitator
of’ the application of SDM P4, We used the four implementation levels and the 29
determinants of the MIDI-model as a coding scheme, supplemented with ‘project
support’ 4, Text fragments were charted in a table for each of the determinants
and then deliberated by the coders until thematic saturation and variation were
confirmed B3,
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Table 3. Interview guide shared decision making (SDM)

We would like to evaluate the TO and SDM project in this interview, in order to gather your personal
experiences with the project and develop an overview of the barriers to and facilitators of imple-
mentation. The information from the interviews will be used to improve the implementation pro-
gram. This interview will take a maximum of 45 minutes. All responses collected will be anonymous
and treated confidentially

A. Innovation
1. What do you think about the description of the four steps of SDM and the distribution of these
steps over 3 visits to account for timeout? Is it clear? Complete? Feasible?

2. How does the application of SDM compare to your way of working before? In what way was it
or wasn't it the same?

3. Do you believe that SDM is an effective intervention? Why? What did you expect? What was
the effect you experienced?

4. Is SDM applicable to patients with breast cancer? Why?
B. User

5. What is the greatest advantage in applying SDM for you personally? And what is the greatest
disadvantage?

6. Do you feel TO & SDM are relevant to your occupation? Does applying SDM affect your feelings
of autonomy, responsibility? Are there conflicts between SDM and your own beliefs?

7. What influence did applying SDM have on the relationship with your patients? How do you
feel about making joint decisions with your patient? How do you feel about sharing (more)
responsibility with patients in making a choice?

8. What effect did the application of SDM have on your relationship with colleagues (in general,
in meetings?)

9. What knowledge and skills do clinicians need to apply SDM successfully? In what way do you
demonstrate this knowledge and these skills?

C. Organizational context

10.  Barriers

a. What barriers were you confronted with in the implementation of SDM (i.e. in relation to
working together, planning, breaking with own patterns)?

b. How did you or your team react to these barriers?
c. Whatis your reflection afterwards on acting in this way?

11.  Since the beginning of the project, what has changed in your care process? (i.e., more consul-
tations? more time in between consultations? dosing of information, use of decision tools?)

12. Doyouthinkthere is enough information, time and resources available for you and your team
to implement SDM?

13.  Did it take more or less time than expected to implement SDM?

14.  How often did your team give feedback to the hospital about applying SDM?

D. Socio-political context

15.  Arethere any laws or regulations that hindered you in the application of SDM? Which ones?

16.  Did national indicators or any guidelines obstruct the implementation of SDM?
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Table 3. - Continued Interview guide shared decision making (SDM)

E. Project team

17.  Support of the project team

a. What were the positive elements of the support provided by the project team (training, meet-
ings, web portal etc.)? And why?

b. What should be improved? Why?
c. Whatkind of support did you miss?
18.  What do you think about the timeframe of the project? Would you do this differently?

19.  You have completed all of our questions, do you have anything else to add?

Results

Participating hospitals

Six hospitals agreed to participate in phase 1 (1 university, 2 teaching, and 3 general
hospitals) and 5 agreed to participate in phase 2 (4 teaching and 1 general hospital).
One hospital (phase 1) declined to participate, as they were not convinced that the
implementation would further improve their level of SDM. Two hospitals (phase 2)
did not want to invest the time needed to participate in the study.

Study population

Twenty-eight (42%) of the clinicians who received the questionnaire responded
(phase 1: 15, phase 2: 13 clinicians) (Table 4), representing all relevant clinical pro-
fessions: nurses, nurse specialists, surgeons and oncologists. Interviews were held
with 21 clinicians (Table 5): the coordinator (a nurse (specialist)) and one physician
of each team. In one team, only a nurse specialist was interviewed, as surgeons
had delegated SDM to the nurse specialists.

Evaluation of the SDM implementation programme

Innovation

Questionnaires: Clinicians agreed with the scientific justification and relevancy of
SDM and timeout for breast cancer care (Table 2). The process of SDM correspond-
ed well with their vision of high-quality care. Moreover, 96% indicated that SDM is
(highly) relevant to breast cancer care.

Interviews: Clinicians confirmed that applying SDM corresponded well with what
they consider to be good healthcare and that SDM is relevant to breast cancer
care (Table 5). Using a 4 step-model helped clinicians to translate the SDM-theory
into practice and integrate it into their consultations. For example, video-exam-
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Table 4. Study participants

Phase 1 (breast Phase 2 (breast cancer  Total (%)
cancer surgery) systemic therapy)
Number of questionnaires 33 34 67
Number of returned questionnaires 15 13 28 (42)
Nurse 7 0 7 (25)
Nurse specialist 5 5 10 (36)
Surgeon 3 0 3(11)
Oncologist 0 6 6 (21)
Other (project support) 0 2 2(7)
Response rate (%) 45 38 42
Number of interviews 11 10 21
Nurse 3 0 3 (14)
Nurse specialist 3 4 7 (33)
Surgeon 5 0 5 (24)
Oncologist 0 6 6 (29)

ples (along with handy cards with example sentences and summaries of relevant
theory) were provided to explain to clinicians how SDM is different from their
current approach, and to help them apply it during consultations. However, a
potential barrier is that some clinicians expressed that the 4 step-model did not
fit with all their patients. Discussing the option of ‘watchful waiting’ as an alter-
native to pharmaceutical or surgical interventions was considered more complex
than presenting several medically feasible options. Interviewees indicated that
the effects of SDM were visible in practice, as illustrated by the following quotes:

“We have always been eager to learn new things and I find SDM interesting. But I did
not expect the effect to be so significant.”

“SDM is right for the times. That we approach patients as independent individuals,
and they do not blindly follow what the doctor says.”

“What I really liked, I put it on a post-it on my computer, the doctor knows everything
about the treatment, but the patient knows everything about her life.”

Users
Questionnaires: Respondents, especially clinicians involved in decisions about

systemic therapy, indicated that SDM fits with their role. Responses showed that

97




Chapter 5

@

suoryen)is/s3urnas [[e ur a[qeorjdde jou se NS SurAIeoIad
(2) Suneorunwwod

pue Sunjiom jo Aem Tensn/,p[o, 9y} 0} uo poy 03 SunUeM
(™

Sunesrunwuwos pue SULNIOM JO Aem 9T} UL SOOUIIDIIP UIea],

(2) suonrensuod ay) ur uonndo aas 3 rem JurA[ddy

(7) uorEN]IS S[ENPIAIPUI Uk 0} UOI}BI[NSUOD & FUTZIUIO)

-sno pue [opowr NS dais- oY1 Jurkjdde usamiaq 1o1yuU0D
M

SUOI)BI[NSUO0D [eIAS I9A0 sdo)s OPIAIP 0] YSIM 9] PUE SUOI}
-BJINSUOD JO ISCWINU S[(B[IBAR 9} W2IM]S( 9OUBPIOIUOISIJ
(1) (suoryenyts ogroads ur) suonndo ajqe[reae jo Joquinu Y3y
(Z ‘1) @om0e2d

Arep o1 10913} @S Sune[suer) ur A)nogIp paoustiadxy

(2) Topowr doys-4 10/pue

NS JO SSoUdAIdad ) noqe douapras Surpresar 1qnoq
(¢) syuany

-ed aaner[red 10J a1ed 191399 0} SPEI] INAS I9YIaYM IqNOQ
(T) pa1ago o prnoys 9as 3 3rem jo uondo 9y} Iay1aym 1qnoq
(1) syuaryed re 03 sarjdde A1091} oY} JoyI9yM IqNOQ

(¢) uony

-EOTUNWIUIOD JNOE SBIPI UMO PUE AI09Y) UsIMII] JII[FUOD
(2) INAS Jo sdais { Jo anjea pappe paouarIadxa Jo orT

(T) INAS Jo £109Y) 10 303[(NS S} JO SINJLU UT }SIUT MO

(T) suerorur Aq NS Jo sdais + 93 Jo Surpuelsiapun jo yoe]

:(aseyd ) sior1IRg

(2) PaZI[IIN 19119 9q UL SIY} MOy
pue N@S 10j Sunnroddns Apeaife S1 IOIABYS( JeYM UO 1091 0} oW} SUIYe],

(2) y10m 0]
noA yse INaS Jo A10a1) oY) Aem oy} yim Sunjiom jo Aem inok Surreduwo) .
(1) uoneyns Lypiqr
-u0d anoA urinp j1orjdxa apewr ST NS MOY] Inoqe Surpue)siopun Surures . -edwo) ‘s

(2) suoryenswod uranp NS Jo sdols oY) awr) 0) Moy SUTUIBST
(2) 1uenied ay) 10] PBO[ISAO UOIIRULIOJUI JO YSLI PAAISJISJ SUBIOIUID
(T) posn aq ued Jey] (uor}
-BONJLIB]O an[eA 10]) suoilsanb pue spiom ‘sadousiuss jo sejdwiexs 3uipraold .  Anxsrdwo)d 'y

() wrea) Teorur[d pue ss9901d sjoym s10400 weidord uonejuswardw]  «
(T) paruario-juaried 910U 918D SYBWI 0} SUOTIOR IS0 YIIM SIJ AI0dY L, ssouajord
(1) pepeau uorewIoful [e Sur1aA0d werdord uorejuswodws ue SulARH o -wo) ¢

(T) INQS 10J SSOUDAIIO9]Jd I0] 9OUSPIAY  «
(T) 190UBD
1sea1q 103 ATreroadsa 1deouood a1y} puryaq AI091[) 9} UI 90USPYUOD SIBIBYJ, « SSAUIIAIIO) '

(2) op Apeaire noA yeym woiy sIDPIP INAS Moy ojur Jydrsur Jurure .
(2) Aemyred/suorieinsuod 3urInionis 10J INGS jo sdais  jo uoneyrodxy .
(T) (SINOPUBH) NS IMNOJE UOTIBULIOFUT SIOU0D JUTATOIY -
(2‘1T) (spreo Apuey
sjuowdej-orpne ‘seydurexs) sonoeid Arep ur S[IIUL JI JeYM pPUEB]SISPUN Ayepo e
0} ‘sem Auewr ur paurerdxa ‘NS jo sdeis ¢ 9y} Jo uorjezijensia jusnbarg . -INpadsoid 'T

:(oseyd ) sI0Je[IOB] JUBUIULIAIOQ

(ioawr) pue QS Jo 1doouod ay3) uoneAOUU]

SMOITAIIUI UBIDTUI[D O] Palok.I}Xa 21€d 1adued ]sealq Ul NJS Yyym w@UCmMMQQNm ‘goIqel

=]
=)}



Evaluation of SDM multilevel implementation programme in breast cancer

(2) Sunyew UoISIOAP 10J POpPaau

UOIJBWIIOJUI 9} UI MIIAISA0 Suneard swoajqoxd Juraey
(¢) Aerop ssa001d 03 ped] [[IM OL B NAS

(2) ynsax

oY} 103 juerrodwil aI0W 818 QI ¥ NAS UeY} SI0}0E] I9YIQ
(1) Was Surdrdde 105 papasu swn) o1} SUTIBWIISOISPUN

(T) INOS 1uBM JOU Op SjusIIed

(T) INAS JO 199330 a3 Inoqe suoreldadxs ou Suraey

(¢) owny
pue astorexs [eonoerd ‘wonuene ‘roys saimbai afuey)
(2) 1usunysaaul [euosiad e spurwap O B INAS Sunjuswajduug

(1) syuatyed Aq A19TXUE 10 JOTFUOD UOISIOAP FUIATSIID

(1) suonyeyns

-u09 193u07 03 pea] syuaryed [eonrro Surajoaur jey) SUIAT0I9d
(T) passnosip

9 01 paau suor}do 910U S€ UOTJRULIOFUT 10U dAIS 0) SuTARH

:(aseyd ) sidr1reg

@

Nas ut aredronaed o3 juem/ued syusnied [T IayIayM Jqnoq
@

sad£1/sdnoid jusned ur uonenuaiayIp ayenbapeur ursey
(1) uondo ayewniSar T

Apuo 3uraey sjuaried 10J JUBAS[SI 10U ST NAS 1B} SUIAISOIS]
(1) syueryed 1o0ueo Jseaiq 23e)S-A[1€D 10] JUBAI[SI SSIT STINCAS

(7) wred

-oxd ay3 ur uonjedronpaed woij suorjeloadxe 1930 3ulARH
@

Was Surdrdde jo syuswesoxdwr 93910u00 ou Jurousrradxy
(T) IN@S Jo 3nsax e se aueyd

10U S0P SUBIJIUI[D 0} Yorqpaaj sjuaned jeyy Surareoiad
(1) sueroru

-119 Jo @ouar1adxa a1} U0 s303xJ (parerdaidde 1amor) ATuo 1nq
$109JJ0 9[(eINSLIW/YSIRY OU SIDAI[OP INAS ¥ey} Surareoiad

SMOIIAIIUI UBIOTUI[D O] Palok.I}Xa 21€d 1adued ]Jseal(q Ul NJS Yym w@UCmMMQQMm panunjuo) - *g a[qe[,

(2) 910 190ULD 1SBAI( JO SSOUDAIIIDIJO-1S0 1]} JO JuawaA0IduI]

(2) sj001 uoISIO

-op asnh pue aw) urye] Jo 9oueliodwi] o) pULISISPUN 19119 [[IM SIUSIIR]
(7) 9SBOIOUI [[IM AWIOUOINE PUE JUSUIOA[OAUT JUSIIEJ

(1) uonoayai jo sseoo.id oy 310ddns [TIm Spre uoIsIadQ

(T) senpea reuosiad pue s}oeJ UO SUOIS

-109p 9SB(Q PUB SUONBINSUOD ) UI [0JIUO0D 210U 90UdIadXa [[IM sualied
(T) UOTSIOBP ITOY) YIIM POYSTILS SO SUI0DD( PUE }9I3I SSI dARY SJUSTIE]
(T) SUOISIOOP POIOPISUOD-[[oM B

pue way) 03 juelrodur sTreym ‘suorido INOE SIEME 910U SW0IA( SJUSNIRJ

(7) SUOISIOOp PaIaPISUOd-[[om a10ow Sunjew axe sjuaryed 1ey) SUIATOdID

(2) Sururea] [enpIaIpul xp suoniquie [euosiad yiim s1g Was SurAddy

(7) SUOTIB)MSUOD WIOIJ UOTIOLISTIES 2IOW SUTAIDOID]

(2) yiomwiea) 19119 pue Fuluies[-UIes) ‘soanges[[oo wolj Suruies]

(T) serpnis ur worsN[OUI 105 suor}do SSNOSIP 0] I9ISED I} SO BW NS

(T) @1q®[IeAR UOIJBWLIOJUT OT}SOUSRIP JUBAS[I [[B 9AY 0] sd[a] OI,

(T) @proap 031 dwir) 210w ‘uosIad Y] YILM 11 19}

-19q ‘Iawed ‘PaIn]onIis 19119 :SUOIIBI[NSUOD Ul S108]J0 aAnisod SuIAleoIad
(T) INAS Jo £109Y) 9} INOJE OTISBISNYIUS SUTUI0dD

:(aseyd ) siojelr[Ioeg

suonejoadxs
awoINQ ‘6

SYOBRqMEID
/s1gauaq
[euosIad ‘g

JUBUIWLIQ

(syuaryed pue SUBIJIUI[D) UOIIBAOUUIL 3V} JO SIS}

(z) uorzen

-1IS [eNPIAIPUL UB 1IM JUaWleal] UgI[e 10139q 03 sd[oy NS 18Y3 SUIAIS0I8]
(2) mwas SurAjdde 10y dnoig jueAs[al © ST 190UED JSEAIg

(1) Suryoas uonewrojur A[oAne[or aie syusred 100ued 1seaIg

(1) suonido Justess) a[qeredurod [BI9ASS SOAJOAUT I9OURD }SLaIq

(7) a1ed parojusd-juaried 1o NS Surpiedar uorjezruedio I0 wea) oY) ur
pourds 3unear) :uoneziuesio oy} 10J paaredtad 10950 aanisod [RUOIIPPY
(1) £1o1XUIE SS9 pUE

sjuarjed jo uornjedionaed arow ‘suorido noqe ssausleME PISLIIOUL ‘SUOIY
-sanb axow 3urnyse ‘Awouoine axow :syusrjed 10j s109x50 aanrsod SuraredIag
(1) Aem Te1INBU © UT suorydo Juasaid 01 Aryiqe ‘syusried yrm uonoe

-I9)UT 19)19( ‘UOISIOdP a1} J0J }Nsuod exixa ue Juruue[d ‘voryenyrs anbrun
sjuaned a1} 10J 94s 19139q B aaey ‘suorysanb yidep-ur Suryse quaned oy}
UM 1971930} PNOT INO YUIY) :SOA[OSUWIAY] I0J $109JF0 aanIsod Juraredrad

JUSIO 10J
90UBAI[Y L

Lynqe
-AI9SqQ ‘9

99



Chapter 5

(¢) wonoay

-a1 Teuorssajoid [euIaIUI 10J W01 10 110ddns ures) Jo yoeg
(1) semianoe

109foxd ay) sSNOSIp pue UO YI0M 0) S3UNIW WEd) JO JOrT
(1) 100floxd a1p3 ur 9yedronaed jou saop ey} andea[[oo V¥

(2) (950010 01 10J00p 9Y} JUEM JO UISOYD Apeaife

aA®Y) INCS Jo sseooxd oy ur 11ed aye) Jou op sjusned awos
(¢) syuan

-ed £q Ajurejrsoun sasned UONBUWLIOJUT (SUIUO) YOoNuw 00],
(1) suoryejoadxa orysifearun aaey syuaned awog

(1) aa1ssed ‘snoixue ‘[eUOIIOWD pue

punoidyoeq [eIN}NO JUSISJIP € WOIJ IYIISUI 9SLISIP JO Or[
‘Koeaanr] yareay mo yiim syuatyed urynoygip st Nas SurAiddy

(T) poysnes ssof waty) sayew sjuarjed 0] 9o1Ape JuIAIS JON

(1) 3noygp st Nas Suiid

-de osTe 0s ‘uoa3ins e 10J syse) AueW a1k 191 Jey) SUI[99,]
(2) 0L 8 INAS Jo 1deouood ay3 1noqe aanisod Sureq 10N

(1) o101 11973

Jo 11ed st uonido 99s 3 31eM 9Y] SUISSNISIP 18Y] 995 0] JUI[Ie

:(aseyd ) sidr1reg

(2) syuauryredap

1910 UaAd pue wea) ajoym oy} jo uonredron.red ay) sadeinoous 10sfoxd ay
(7) urea) TeorTur[o 9IUL Y} Aq anjea pappe se 109foxd ay) Surmarp

(2) [nyssodons uonejuawa[durl sayew Ures) € se ‘sondea[[0o woiy Jurures]
(1) woroay

-a1 [euorssajord pue JuowroAoxdwur S9ILTNUINS JBY) 9JBWIIO Ures) 9AIsod v
(1) suonido

910Ul 0] 9UO WOy 9o1Ape sSurjeaw wea) Areurdosipnnuw oy Surduey)
(T) wreal ay) ur NAS 10J Wsersnyius pue 10y 110ddng

(2) Was ut aedroniaed o) wat) Surredaad pue Surdernoous

ur ‘syjuenyed o1 yoeoxdde ay3 ur pue s[[I1ys Jeuoissajoid ul sapew sadueyn
(2) suors1oap jo 1oedwi oY) pueISISPUN 19)19( 0} JUBM SJUSIIed

(T) 210w w2AS sjuanyed pa

-1eonpa Y31y ‘POA[OAUL 9( 0} JUBM PUR dAT}ISSSE a1 sjuaried 190Ued Jsearq
(1) NS 103 a1qens st syuatyed jo Ajrrofewr ay g,

@

POZI[ENPIAIPUL 9I0W $S2001d UOISIODP B SO W NS SE on[eA pappe 1oySrH
(2) suoneymsuod ur A3rrenba sousriadxa syusaried

(2) UOISIOAP 19} INOJE 9INS I SIUIIIE]

(T) peysnes

axowr sjuared soyeW UOISIO9P oY} 0 W} SIOUWI PUE UO UOIII[AL dION
(T) peysnes a1ow sjuarjed sayew suonelnsuod jo Surdejorpny

(T) payst

-1es axow sjuaried sayewr suonido Teordins ur AjIqIxafy SurIago pue WAS

() uorsroap ayy 103 Ayrfiqisuodsal oy} axeys 01 Suryl pood e s111 et} Jurfes]
(2) Sur3ueyo s1 o101 [eOTUIO 9y} Moy Jo 1aed sTINGS Sutd[dde yey) Surateoiad
(2) renprarpur yoes o3 paroyrel Nas Ajdde o3 a8uayreyo e 31 Surpurg

(1) @stodmba Jo ased ur A[[ero

-adsa ‘sjuaryed 03 uonydo 1 uey) azow apraoxd o) uore3iqo ue se 31 3urES
(1) syuenred yirm suoryelnsuod ur ]NGs Ajdde o1 Lyiqisuodsar o) Surjea]
(T) @101 T€OTUTO INOA 0] £3Y] SB NS SUIMIIA

:(aseyd ) siojelr[Ioeg

110ddns
[e100Ss "¢1

uoryeradood
juanied
JELCH R rA

UOI}OBJSIIeS
juaried
/AusLD "TT

uonediqo re
-uo1ssa9Joid "01

JUBUIULIIOQ

(sjuaryed pue SUBIOIUI[O) UOIBAOUUI 3Y) JO SIOS)

SMOIIAIIUI UBIOTUI[D O] Palok.I}Xa 21€d 1adued ]Jseal(q Ul NJS Yym w@UCmMMQQMm panunjuo) - *g a[qe[,



Evaluation of SDM multilevel implementation programme in breast cancer

(2) y09foxd 03 JuswITWILLOD UIEd) patapuly 30af

-01d UT Wrea) JO JUSWIOA[OAUT JNOCE UOTIEJIUNUITWI0D IBJ[OUN)
(T) wreal ay3 ym uonew

-I0Jul pue AI09Y} JO UOISSNISIP 10J Ajrrorid 10 awir) Jo Yoe

(¢) ynotIp

Jo1ARYaq Mau Jo uordope sayew syqey pro jo 03 Suria 0N
() mO[s uonew.Ioy

-ut ssao01d oym sjuened yym 3urdoo jo ajqedes 3uraq JoN
(1) sSures] pue

s1y3noy} y1m 2dod pue uonjeuriojur sseoo.id sjusred moy ut
S9OURIANIP pue Ajanjeuriou jorduwr azrudo0oa1 03 AyIqeur
(T) HoOTIEULIOJUT 91} PUE}SISPUN 0] AJITIqE

a1 yum juanjed e jo 3uresy 10 uorurdo Iayjoue JuIsnyuod

(@) o

-gg1p st N@S SurAdde ‘Trom juaried 1nok mouy jou op noA j
(9)ymnomgrp Was SurArdde saxew S[[Is Tn0A UT }sN.I} JO Yo
(1) prey enxa st NAS Suidjdde

os ‘Gurdua[Teyo Apeaife ST I90Ued }SeaI( Ul UOI}RIIUNWWOD)
(1) prey st Nas Surdjdde

‘worurdo umo oy} Jo 03 ur319] Jo a1qeded 10U SI€ SUBRIOTUTD J]

() Was jo uoneyuswardu

9(] I9pUIY SISP[OYaYBIS JUSISIP JO SIS9I2IUL UL S9OUSIFI
(2) 0L % INAS Jo uoryejuawa[d I Y} SISPUIY 918D PI[0I0}0IJ
(T) INAS Jo uonejuswa[dwI oY) SISPUIY SY9aM

S UITIIM N0 PILIIBD 8 0] ST A1931NS 1T} PIEPUER]S [EUOIIEN
(1) 01 B Was

UM JOIJUOD SIWIISWOS SIIPO( [eUOIsSsajold Jo saur[epIng

@
ure9) 9y} ul NS Jo uonidope jo s[aas] juatayip Surousrtodxy
(1) INas A1dde 1ou op 1ey) s1oquaw urea) SUIALH

(2) A1poreadaryoafoad oy noySnoIy) NS INOqe UOIIRUWLIOFUT SUIPIAOI]

(1) wesy ay) ur a[qe

-[reae Apeaife sI et a3pamouy Ul NJS Inoqe £109y) mau a3 Sunjerdeiuy

(7) 10108 UE LM SIS NS SUIONORI]

(2) A1eUoISIA SUTeq (sSuTy) Mou SurA1)) JOIABYS( PIIUSLIO-UOOR ‘sajdure
-x9 Teonoexd 3ursn ‘Tenprarpur oy3 03 Surrofre} (1) SURUIY) Paseq-uorNjos
“oeq-yoea) ‘sjeudis [eqIoA-UOU 10J AJTANISUSS ‘DOIADE 10J S OUM SJUaL}
-ed SurajoAur ‘suorielynsuod SULIND JOTABYS(] SAIX9[jol ‘Surpuelsiopun
Jo s[ead] JuareyIp uo Jurureidxs ‘Gousned ‘Ayredws ‘uruonisenb yidep
-ur ‘S[IIS uonedIuNWwod [erousd ‘urusisrT NS ¥R 1Y) S[INS

(7) suorurdo/sepninie

InoA Jo ssouareme pue NS Jo sdais oy Surmouy (1) 98papmouy NaS pue
UOIBIIUNWITOD ‘SYSLI ‘§109]J9-apIs ‘suod pue soxd yuim suonndo jusuresasy
‘I90Ued }SeaI( IN0qe d3PA[MOUY [BITPIW (NS SOIBII[IOR] 18y} oSpajmousy

(2) Was Surdrdde sare[nwns souewrioyrad InoA aaoxdw 0] UOTIBATION

()

1a1sea NS Surdidde soyew 1roddns [ensia Suisn pue s[[Iys Jnok ur Isnij,

(T) 1o1S®BD SI

nas Surddde ‘Aemyyed ayj ur ur-yying Apesaife a1e SUOILINSUOD SIOW J]
(1) 101580 NS SutA[dde soyew UO)edTUNWIWOD UT ST 90USIIadxXy

(2) syuapnis [edIPaU BINILLIND PIEPUE)S JO 1aed auwooaq [[IM INAS

(1) £391005 9173 Jo sodueyo [erouad YIIM SIT INAS
@

NAs 1roddns sarpoq Teuorssajoid pue suonezruedro jusried QUIWIUIIA0D

(2) a1qrssod sI (JoAd] [eUOIIRU © UO

10 uOTeZIUELSIIO0 A} UT) UIea) Umo a1} apIsino INGs dn Surfess jeys 10ey oL,

(2) 010 ‘s10A0pURY ‘sp1odarjuaried ur NS Surerdajug
(T) IN@S Jo uonejuawardur o) U SUTYIOM JeY) SWESd) IBYIQ
(1) INas A1dde o3 sajeroqe[[oo ey} wea],

101

UOI}eAOUUL
JO JUSIUO0D JO
SSauaIeMy ‘8T

SRS B
a3paymouy ‘LT

Kooy
Fo-J13S 91

ULIOU AT}
-09[qns 'sT

WLIOU 9AT}
-dr1osaq ‘$1

SMIIAIRIUL UBIOTUIO WO.IJ PalokllXa o1ed 120Uekd 1sealq Ul INOS yHm wwoﬁwﬁpruﬁm penurnuo) - *g I[qe],



Chapter 5

ANV MESSyﬁOEOU Sem wuoﬁuoomh.owvzd .«O wﬁwﬂoﬂoﬁs.ﬁdz
(21) NAS

POAJOAUT 9 0} WY} d)e[nwls 0} sjuaried J0J s[00] JO YorT
(T) o[npayos Asnq ur 31y J0U sa0p uorssas Jururel], (Suor)

(2) ssad0xd

Suruuerd 1eonsi3of ur a3ueyo spuewop NJS Sunuawrsrdury
(z)uoniejuaw

-ordwr 103 SWII) Y BUX 0} PIBY }I SOYEUI [EI9UAS UT PLOTYIOM
(1) ssao01d Suruuerd reonsidof pue aonoexd

ur A1007) oy} SurA[dde jo Ayxerdwroo oy} Sunewnsaiapun
(1) y8noy st suerd urssnosip 105 19y3a30) wres) sy} Jur3en
(1) £1981NS

Jo Suruuerd seousnpur (noswr ySnoiyl) uo Iare] Surpoaq
(1) orurpo ur ssaooxd [eo

-13S130] JUSLIND YIIM 11J JOU OP SUONBINSUO0D 193UO0] 10 910N
(1) syueryed xo[dwroo 10y A[feroadss ‘owr) a10wW sayel INAS

(1) 10w
1500 Aew SO0} UOISIOAP SUISn pue O, 10J SUOIIBI[NSUOD BIIXT

(2) uonjejuawr

-ordwur sxepury Ajoeded jjeis mof Aq pasned peopyrom 3T
(1) £&3100dE0 JyB)S MOT AQ Pasned s3IsTA Juaniedino papmor)

(T) o1 2A®Y 1eY]] SoNFea[[09 JO Juswadce[dat oN

(T) In0 dAOW I9)JE WES] 9} Ul JoSeuew Jo Juswaoe(dal oN

@

Jjuawedeuew [ejrdsor woiy jroddns pue uoryeradooo jo yoeT

:(aseyd ) sior1reg

(@

NAS POAJOAUT 8¢ 0] WY} dye[nwils 0] sjuarjed 10y a[qe[rese s[0o} SUR e

‘suorysonb

(Z B 1) (sTerie)eW [RUOIIRONDS
9911} -9Y}-YsY ‘spreo Apuey) sjoo) Surpzoddns jo Ajiqe[reay
(T) wea) a1 Jo UOIIBOO] UO UOISsas Jurures) JuizruediQ

(2) syuaned

UM UOTIEITUNUWILIOD 9} UT 9]0 S,9UO0AIAD JO 10edW 9] JNOE SSOUdIBMY

(2) a1q1ssod st aanpaooid ay) ur swir) uraes
(2) yuewx

-axmbai jueyzodwr ue st sseooad Suruuerd reonisrdor yroows e Surdofessq

(2) uoneyuawarduur 103 swir) ayenbape Jo UONLIO[Y

(1) uSrsapai ssaoo0i1d ur djay] 03 as1310dxa 2ZI[TIN

(1) Surmpayos sayrjdurs Aouadin [esrpaw Jnoqe or}sijeas Jurag
(1) syusunjurodde juaryed a[npayos 0} SWIT} BIIXH

(1) IWas Sunuawoedwr 10J sSuneawr urea) re[n3ay

(T) a1q1xa 10w s)Is1A Juaniedino ay) ayewr o3 Suruue[d paoueApy

(1) Ae1op syuanaxd a3ueyo 03 109[qns uoryerado ue a[npayos

(1) 10150 Suruue[d seyeuI JISIA YOBd I0J UBIOIUI[D SUIES dUO JULISO JON

(1) (s3s1Te109dS) sasinu 0) syse) Jo uoredafoq

(¢) uoney

-uawradwir 10 sa01N0sax ayenbape sajerausd 10afoxd e e1a uoryejuswardury

(1) £3100dE0 JFER)S QUIES 1) YIIM dUOD 9] Ued NS SulA[ddy

(2) semrAnoe mau s[puey 0} syse) 3unids
(T) 1114 yOBS 10]

UBIOIUI[D dures 9y} 190 0} sisiTerdads asinu pue suoadins jo AIfiqe[reay

(1) sastTe1oads asinu a1owr SULITH

1) INS INOqe WSeISNYIUD ss91dXd 1R[] SIOqUISW WEd) MIN
q Isny q q
(1) wreay a1y} ut 10eUrew € Jo uonjedronied

(2) Aireuoneu Jo reyrdsoy ur NS Jo uonjowod [eIaUdD
(1) yuewaSeuew Teyrdsoy woay 3roddng

:(aseyd ) sio1elI[Ioeg

sonIoey
Pue s9dInosax
[eLIaleN ¢

JuawugIssear
ysel pue Aem
-yyed a1ed

Jo udrseparx
Surpnjour a[qe
A L

$22.1Nn0Ssalx
[eIOURUL] "7T

Ayoedeo

Jeis - 1c

aABd] JFels
UayM JUSW
-a0e1day '0g
JuswadeuRWw
Aq uoreoynes
Jewriog ‘61

JUBUTULIIDQ

1X9]U09 [euoneziuesiQ

SMIIAISIUL UBIOIUL[O WO.IJ Paloel}Xa 91ed 120Uekd }1sealq Ul INOS yHim wwuﬁwcwﬁﬁxm ponuIijuo) - ‘g 3[qe],



Evaluation of SDM multilevel implementation programme in breast cancer

Jnoswn = O], ‘Sunyews uoIsoap pateys = NS

(7) uon (2) £&19100s UT saway) Juelrodw Jureq NS -
-ejuawadwul a1enbape 10J awIT) 9[1II] 00} PUE '0)d ‘sIoINSUL () s1oansur axed yieay jo Lorjod a3
ared yeay ‘Quawedeuew Tendsoy Aq spuewep Auewr ooy, . uo joedwr aanisod e aaey [[Im NS Sunuewardur uo Junyiom jey) adoy .
(1) suroysAs 3ur100s oouewtoy1ad reyrdsoy ur synsaroAneSaN . (1) stuanred jo saoroyo a1erAdp Surjer)srurwpe 10y sso001d A[puarij-1osn o suore[ngox
(T) sarpoq reuorssajoxd pue - Juanjed (T) swiou pue pue uorey
Jo saurfepIng [eutalxes pasodw Aq pasned ainssard swrn o4 . sa[nI pasoduwr A[euralxe YIm WQs jo uoreorjdde ayy ulife o) Lfiqe oy, - -s1307 *6¢

:(eseyd ) siorirRg :(eseyd ) siojeji[Ioey  JURUIWISIOQ

1x91u09 [eonrjod-o100S

(2) syuaurasoxdurt Teuor)eZIULSI0 0JUT JYSISUT SISO OS[E JeT[} YOR(PII]

() Teardsoy a1} ur pazIue3Io UOISSIS YOR(PIIJ ON - (7) uonreyuawardwi ut oy ew 0} sdals 1XoU oY) YIIM YOrqpPad) Jo SurwLy,
(T) poruem UaYM YOBPAaJ SNOWA (T) urea) oy} Yrm UOIBINSUOD UO YOBqPIdJ oY) UO UOIIIIPY -+ Joeqpaay
-uoue 3urard jou *o°1 ‘un1as ajesun ue Ul Yoeqpasy UL -  (I) A109Y)/INAS JO sda1s  9Y) YIIM SUOIILI[NSUOD U0 YOB(Pady SUNODUUOD -« 9OUBULIOJ
(T) SuUOTIBITNSTOD WO Yor(paaj SuIald Jo Jurwin) (91e]) peg -« (z ‘1) suerorur(o 03 yoe(pasj [euosiad ayenbape JuregQ . -19d '8¢

(7) sSuroowr
ures) 9AIIEIOQR[[0d Ul UorjewIojur jo adueyoxs rewndogng .
(2) suonuaAIaluUL
uaao0id jo yoe[ ‘Tejuswiliadxa 00) 3UID] SUONUSAISIUL SUWIOS  «
(1) 308f01d wonejuswardur a3 yo Suruurerd pa[re1ap jo yoe (2) s1001 uotsIoap pue uoneurioyur Surpraoid pue suneswr SUIARH
(1) @onoead (2) IWas 1uawarduur 03 moy jo sajdwrexs 3uipraoid suorssas (dn-moy[o) . UOIJBAOUUIL Y}
Arep ur Was Ajdde o1 moy jo sojdwrexs 91910u0d Jo YorT . () SWEd) J9YIO0 UM uoneluswa[duIl o) Jnoqe uorjeurioyur urdueyoxy . Jo asninoqe
(T) pazinn aq (1) L1091 33 98pamouy] jo uonjeoridde ay3 syroddns jey) Sururer) SUIPIA0Ig « S[ISSAIJE UOTY
ued sajedoape Juanjed Jo asnaadxa moy noqe AJ1Ie[o Jo YorT . (1) wonreuawardwur pue JusweSeuew a3ueyd Ul 11odXa Jo AN[IqR[TRAY . -BULIOJUT /T

(0 was
Jjo uonejuawa[dwir 9y} JOPUIY SWIT} S[I}I] UI SYse} AuewW 00],
(1) 309lo1d 211 103 UOTIULIIE S}ORMSIP STEIIdSOT Jo 198IPW Y .
(T) In0 ParLLIEd BI€ JeY] SAIPNIS pue 309 uoneziuedio
-o1d 19110 Awewr Aq pasneo 109foxd oY) 10J UOTIUSIIE JO YORT . (7) worezIuedIo oy} UI 90US[NIN) UO A[oenbope 10ear 01 AN[IIXS[ «  PadIasun ‘9z

(2) worrejuawra[dwur 9] J0J 10JBUIPIO0D OU FJUTABH  »

2) (sSurpaodai-orpne) syuarjed jo uorsnout 10j d[oy Jo o€ 2) (sSurpiooai-orpne) syusnyed apnjour 0} o[qe[reAe Apoqowos SUIALH .
1% P ¥ [ J d[9Y JO Y 1% P pPnf Gl Poq !
(T) wea) 8yl JO 101RUIPIOOD Y] 10J WL JO YOBT -« (T) wrea) [eOTUI[d 9} I0J JIOPES] WILd) © JO AN[IqB[IBAY .
(1) (3urpiooai-orpne sI9puIy) (1) INas jo uonejuswadut oY) 310ddns 0] uULIOIUIO paousiiodxo UB JO IS IojeuIp
Kep Sunyiom e jo Suruurdaq ay) Je jiels weal e SUIARY JON -« 1) sSuneaw wrea) s[NPayYIS 0} POMO[[E ST OYM I0JBRUIPIOOD JO ANIQRIIBAY o -100D 'GZ
P ouDy ¥ Tuursaq oy IAey I mpay pamorre st oy. P JO AyTIqeTL 3)

SMIIAILSIUL UBIDIUI[O WO.IJ Palioel]}Xa 91€d 120Uk }1sealq Ul INOS yHim mwuﬂwtngm panunuo) - ‘g a[qe[,

103



Chapter 5

they had gained enough knowledge about the theory of SDM to support implemen-
tation within their practice. A greater number of respondents involved in providing
systemic therapy (54%) indicated difficulty in fully applying SDM as compared to
those involved in providing surgical therapy (13%).

Interviews: Interviewees pointed out that change requires continuous (team)
effort, practice, and time. They indicated that patients appreciated the applica-
tion of SDM by their clinicians. Clinicians reported positive effects for themselves
(better structured and less hurried consultations, better-informed decisions and
more ‘person-centred’ rather than ‘patient-centred’, better-shared responsibility
for the decision, and enthusiasm about the theory of SDM and timeout), for their
patients (patients are more satisfied, are sure about their decision and their con-
sultations are more at an equal level and individualized), and for the team (the
feeling of teamwork increased, learning together as a team was appreciated, there
was a better alignment of tasks). These advantages enhanced their intrinsic moti-
vation. For some patients, for example palliative patients, discussing what matters
to them in life may already be a natural process. However, clinicians indicated
that implementing SDM with patients who are emotional, anxious, indecisive,
have lower health literacy, or show an unsatisfied hunger for information, requires
specific skills. Some clinicians viewed these patients as annoying, or as unmotivat-
ed/unable to share decisions. These clinicians remained doubtful as to whether all
patients could — or wanted to — participate in SDM. Implementation was fostered
by support from colleagues (a consequence of the team approach of the programme
and observation of (new) communication skills applied by colleagues).

“Ultimately, you want to help patients as best as you can, that’s why you became a
doctor. The advantage of SDM is that it helps to better structure the consultation.
That brings more joy in your work.”

“No, I always tell patients we make decisions together. Some of them are anxious to
choose. They ask, ‘doctor what would you do’? Then I say: ‘I don’t have to live with
it. Think about what is important in your life. We have time to think, we will work it
out.”

“This method helps you to get closer to patients, it puts you in a listening mode rather
than a talking mode. If the patient feels you are interested, you get more information
out in the open.”

Organisational and Socio-political context
Questionnaires: Most reported barriers to the implementation of SDM included:

limited (financial) means, and, to a lesser extent, a lack of time. Of the clini-
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cians providing systemic therapy, 15% indicated that enough time is available to
implement SDM and 23% felt that enough means and facilities are available. The
simultaneous implementation of projects, which decreased focus and time for this
project, was also perceived as a barrier (79%). Few difficulties arose from rules
and laws that hamper the implementation of SDM (29%), except the criterion of
the Dutch patient organisation that instructs hospitals to perform surgery within
5 weeks following diagnosis. This criterion was adjusted during the course of the
project.

Interviews: Training and feedback on the recorded consultations were consid-
ered essential for gaining the skills needed to improve SDM. The interprofessional
team training was thought to provide high added value: feedback was discussed,
audio-recordings were used for reflection and actor role-play was used. Feedback
on consultations should be as individual as possible, and connecting the feedback
to the SDM-steps helped clinicians to understand how to apply SDM-theory in their
practice.

The belief that SDM might cost more time (while the experience of many was that
it did not cost extra time), was, at least for complex patients, felt to be a hurdle.
However, interviewees reported that the duration of consultations could either be
longer (e.g. with critical patients who keep asking questions and/or cannot decide)
or shorter (e.g. if the care pathway has already involved several visits, better diag-
nostic information can save time) as a result of implementing SDM. The complexity
of redesigning s care pathways to integrate SDM and timeout in consultations - and
the logistical planning process required - should not be underestimated. However,
if accomplished, clinicians indicated that this is a reinforcer and supported sus-
tainable change. Implementation of SDM was facilitated by task re-assignment,
especially the delegation and substitution of tasks to nurses (specialists). Clinicians
indicated that their full agenda hindered them to discuss the improvements they
wanted to make: ‘Many other things are going on’ in their hospital. The availability
of an implementation coordinator can therefore be helpful to ensure that progress
is maintained as well as offering tools to help patients engage in SDM. Clinicians
did not indicate that guidelines or laws had hindered the application of SDM.

“Especially the feedback from the recorded conversations, you do pick out a lot of
things there and then you realize how useful that is.”

“Actually, no one can make a decision having only received information once.”
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Role of the research team

Questionnaires: Both the programme itself and the support provided by the
research team was appreciated, and scores were higher in phase 2 than in phase 1.
Respondents were pleased with the materials and the customized support provided
by the research team. The collaborative meetings were less appreciated.

Interviews: Appreciation for the programme and the research team was high.
In particular, the accessibility of the team, the practical examples provided, the
feedback, and the training that included actor role-play were appreciated. Inter-
viewees were also positive about the involvement of patient (representatives) in
the programme.

Adaptations to the implementation programme

The programme was adjusted based on the feedback provided by participating cli-
niciansin phase 1 (Table A.1). The major adaptations to the programme were: fewer
collaborative meetings (in response to clinicians’ busy schedules), personalization
of the feedback provided to clinicians (achieved by individually marking consul-
tation quotes), the addition of role-play as part of the training, and improvement
of the tailored support provided by the research team. This included the provision
of information about the project for both clinicians and patients, but also the ap-
pointment of an account manager per team who offered customized support to the
team (coordinator) to help overcome any local barriers and practical problems.

Discussion and conclusion

Discussion

In this study, we evaluated how clinicians involved in breast cancer care perceived
a multilevel implementation programme to accelerate the adoption of SDM. Cli-
nicians rated the programme as feasible and valuable. They appreciated that the
programme: (1) covered an important topic (SDM) of benefit to themselves and
patients, (2) contained feedback and training that was both theory-based and
practical, (3) included a focus on the team and care pathway, and (4) involved
patients in the programme.

The programme was feasible to implement in routine breast cancer care, despite
the generally high workload of clinicians. Our study participants consider SDM
very relevant to breast cancer care, and feel that SDM is compatible with their
views on what constitutes good healthcare. Aside from the personal investment
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and the extra time needed for critical, indecisive, or low health literate patients, cli-
nicians experienced positive benefits of SDM for their patients, for their teamwork
and their conversational skills. Clinicians’ positive attitudes towards SDM are in-
creasingly being reported "' but our study adds knowledge on how this can be
reinforced. This offers opportunities for future implementation.

Team training, individual and team feedback, combined with a theory-based
4-step model to structure consultations and the provision of practical examples ¥,
supports the translation of theory into practice. Clinicians perceived that this
led to better-structured and more person-oriented consultations, and a more
comprehensive communication approach of the team as a whole. It was consid-
ered important that the theory is reinforced by feedback and training. Clinicians
were positive about the modern learning principles applied in the programme:
Clinicians appreciated that individual feedback is given, and is shared with the
team both in writing and face-to-face. They confirm that repetition of training,
feedback and (team) reflection will be needed even when SDM has become part
of routine care, in line with other findings 21253355451 The challenge appears to
be to strengthen intrinsic motivation by inviting clinicians to embrace SDM as an
essential part of their clinical role 2156,

The integration of SDM and the inclusion of timeouts as part of their care pathway
was also valued and requires that the team aligns the logistical processes and team
tasks accordingly. This demands the cooperation of many colleagues, and manage-
ment, and involves the reallocation of tasks and financial resources. They appre-
ciated that the implementation approach focused on the multidisciplinary team: it
is fun to learn about and work on SDM together, and involving management helps
to overcome financial or organisational (i.e. logistical planning) problems, or
counterproductive incentives. These findings are important for the design of SDM
implementation programmes as they have been recommended — but they have
hardly been put into practice #11:1%21,22:40.47,57,58],

Clinicians indicated that co-creation with patients helps to focus on enhancing
SDM as part of the patient-clinician interaction, utilizes patient knowledge and
ensures that what matters most to their life is taken into account. Patient involve-
ment as part of implementation activities has been advocated before *-*!. From
our evaluation, it must be considered as a key implementation strategy.

Strengths and limitations

A strength of this study was the active participation of clinicians from different
backgrounds, and patient representatives in designing, testing and evaluating the
programme, based on theoretical implementation framework. The evaluation
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was carried out shortly after the intervention, which lowered the risk of recall
bias. However, the limited response rate of the questionnaires might have led to
sampling bias. Moreover, 13 of the 21 interviews were not conducted by an inde-
pendent researcher but by members of the research team. This might have influ-
enced the responses but may also have helped to collect more in-depth informa-
tion. Another limitation is that the participants were more motivated to implement
SDM than clinicians in general or that barriers or facilitators were missed due to
the limited number of interviewees. The study results might therefore reflect the
views of early adopters in this field. Nevertheless, this is valuable as it will help to
attract the next group of followers and accelerate the implementation of SDM.

Conclusions

In this study, an implementation programme for SDM in breast cancer care was
evaluated favourably. Our multilevel approach helped to reinforce clinicians’
intrinsic motivation to apply SDM. Highly valued aspects of the programme design
were: the provision of feedback on consultations, interprofessional training in-
corporating actor role play, the team-focus, and the process of redesign to create
time for SDM. Patient involvement should be an essential part of any SDM imple-
mentation effort. Finally, clinical teams benefit from a co-creating and accessible
research team in overcoming practical barriers and supporting change at different
levels in the organisation.

Practice implications

Key elements for implementing SDM in clinical practice are process redesign and
improving conversational skills as part of professional behaviour. By taking the
clinician-patient interaction as the starting point for the design of the care process,
clinicians can be intrinsically motivated to adopt SDM and barriers related to the
multidisciplinary context of the workplace and the workload can be overcome.
Standardization of the programme lowers costs for the clinical and/or research
(support) team and makes this approach scalable.

Ethics approval and consent to participate

Approval for the study was obtained from the medical ethics review board
(W16.019) and informed consent from the interviewees was received for making
audio-recordings.
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Abstract

Objective: 1) determine whether increased levels of shared decision-making
(SDM) affect consultation duration, 2) investigate the intervention character-
istics involved.

Methods: MEDLINE, EMBASE, CINAHL and Cochrane library were systemat-
ically searched for experimental and cross-sectional studies up to December
2021. A best-evidence synthesis was performed, and characteristics of inter-
ventions that increased at least one SDM-outcome, were pooled and descrip-
tively analysed.

Results: Sixty-three studies were selected: 28 randomized clinical trials, 8 qua-
si-experimental studies, and 27 cross-sectional studies. Overall pooling was
not possible due to substantial heterogeneity. No difference in consultation
duration was found more often than increased durations. Consultation times
(minutes; seconds) were significantly increased among interventions that: 1)
targeted clinicians only (Mean Difference [MD] 1;30, 95% Confidence Interval
[CI] 0;24 - 2;37), 2) were performed in primary care settings (MD 2;05, 95%CI
0;11 - 3;59) 3) used a group format (MD 2;25, 95%CI 0;45 - 4;05), and 4) were not
theory-based (MD 4;01, 95%CI 0;38-7;23).

Conclusion: Applying SDM does not necessarily require longer consultation
durations. Theory-based, multilevel implementation approaches possibly
lower the risk of increasing consultation durations.

Practice implications: The commonly heard concern that time hinders SDM
implementation can be contradicted, but implementation demands multifac-
eted approaches and space for training and adapting work processes.

Highlights

« Introducing SDM does not necessarily lead to a prolonged consultation

length

«  Multilevel theory-based approaches seem important to avoid longer con-
sultations

« Clinicians initially need time for training SDM skills and adapting work
processes

« Itisimportant to train and facilitate clinicians to work with decision tools
« Even if SDM increases consultation time, this is so limited that it justifies
the effect
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Introduction

Encouraging implementation of shared decision-making (SDM) is essential as SDM
is considered to be the crux of patient-centred, high-quality healthcare "-*l. SDM
refers to a process of deliberate decision-making, involving both the patient and
clinician in an equal manner, and applying the best available evidence in line with
patients’ personal values and preferences ™. SDM will help patients play a more
active role in the decision-making process and transform the patient-clinician re-
lationship from the paternalistic model into a shared approach, especially in the
context of preference-sensitive decisions . Despite the evidence on the benefits
of SDM, the extent to which physicians apply it in daily practice remains low 71,
Multiple barriers to SDM implementation have been identified. A limited consulta-
tion duration or the clinicians’ concern that SDM may result in a prolonged consul-
tation duration is perceived to be one of the biggest barriers 8-,

Studies evaluating the effects of SDM have mainly addressed patient- and clini-
cian-reported outcomes focusing on their views and experiences with SDM.
The impact of SDM, or patient decision aids used during clinical encounters, on
consultation length received less attention. One review showed no significant
difference in consultation duration when a decision aid was used in 9 out of 13
included trials 7. Another review, examining pre-encounter and encounter-based
decision aids, found that outpatient consultations were not prolonged in 8 out of 10
studies [#1°l. However, as not all interventions succeeded in improving the level of
SDM in routine clinical practice, no conclusions can be drawn from these reviews
as to whether increased or decreased consultation time is related to the level of
SDM in practice, or with applying the SDM intervention itself.

Therefore, the aim of this study was to determine whether an increase in the level
of SDM in routine medical practice affects consultation duration and, if so, which
intervention characteristics are involved. As many implementation approaches
have been investigated, it is important to know which type of interventions con-
tribute to SDM in an efficient way. Resolving this query could help clinicians ac-
knowledge and overcome the perceived time barrier and, consequently, contrib-
ute to better SDM implementation in daily medical practice.
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Methods

The Preferred Reporting Items for Systematic Reviews and MetaAnalyses
(PRISMA) checklist was applied to ensure transparent and complete description
of the methods used ..

Eligibility criteria

Study eligibility was based on the following inclusion criteria: 1) experimental
study design, evaluating the implementation of one or multiple SDM-interven-
tion(s), or non-experimental, measuring the extent to which SDM is applied in
clinical practice and providing data on its correlation with consultation duration;
2) study population of patients aged 18 years or older, facing decisions in regard
to screening, diagnosis or treatment for themselves, their child, partner or other
mentally or physically incompetent family member; 3) for experimental study
designs the intervention should be designed to facilitate constructive encounters
and collaborative discussions between patients and clinicians, aiming to involve
patients in the decision-making process; 4) control group(s) receiving usual care
or an alternative intervention; 5) the study should assess (the level of) SDM using
at least two of the following SDM-related outcomes: observed level of SDM (i.e.
OPTION-score), patient/clinician-perceived level of SDM (i.e. SDM-Q-9, Collabo-
rate), patient knowledge, decisional conflict, accuracy of patient risk perceptions,
patient/clinician satisfaction with the decision-making process; 6) providing con-
sultation duration and data regarding its possible association with SDM (for exper-
imental studies: measurements of SDM and consultation duration in both inter-
vention and control groups; for non-experimental studies: statistical assessment
of the correlation between the level of SDM-related outcomes and consultation
duration). Only peer reviewed studies were eligible.

Experimental studies that did not result in any statistically significant improve-
ment in at least one of the abovementioned SDM-related outcomes favouring the
intervention, were excluded. The objective and patient perceived level of SDM
possibly represent a more valid outcome for the occurrence of SDM. Therefore, the
studies that scored at least positive on one of these 2 outcomes were also analysed.

Articles were also excluded if they strictly focused on describing patient prefer-
ences regarding different approaches to patient-clinician communication (e.g.
passive, autonomous or shared patient role). Systematic reviews were excluded
after screening their reference lists. Abstracts in absence of available full text,
letters, correspondences, editorials, and commentaries were excluded too.
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Consultation duration was defined as the time patients personally spent with the
clinician(s), either with or without using a SDM support tool, to discuss possible
screening, diagnostic or therapeutic options in order to make a decision. Addition-
al time spent by patients or clinician to review SDM support tools prior to, or after
the patient-clinician encounter was not accounted for as a part of ‘consultation
duration’.

Information sources and search strategy

Multiple search strategies were developed by a trained clinical librarian to avoid
bias from narrow searches and to widen the range of studies beyond those already
identified in previously published literature reviews. Databases were searched
from their inception to December 2021 employing MEDLINE (Ovid), EMBASE
(Ovid), CINAHL (Ebsco) and Cochrane Library (Wiley). No language or publica-
tion time restrictions were imposed. Search strategies included a variety of subject
headings and text words associated with ‘shared decision-making’ and ‘consulta-
tion time’. Full versions of search strategies used in this review can be found in
Supplementary file 1.

Selection process

After elimination of duplicate publications, two review team members (EC and
HvV or CB) screened titles and abstracts of all identified references, independently
deciding on which papers to retrieve for full text evaluation. Full texts of potentially
relevant articles were then independently assessed for eligibility by two reviewers
(EC and HvV). Reference lists of identified systematic reviews and articles selected
for full-text review were manually screened for relevant citations. Discrepancies
in study selection between the researchers were resolved through discussion.

Data collection process

Standardized data collection sheets were used to extract data on participants, SDM
interventions, control conditions, follow-up intervals and relevant outcomes. Data
were independently extracted by two of the review team members (GC and HvV or
CB), blinded to each other’s evaluation, and cross-checked by the first authors (GC,
HvV). If studies failed to report mean differences, p-values, or confidence intervals,
either the study authors were asked via email to provide these values, or these
metrics were calculated as means and standard deviations, whenever possible.
Extended versions of the data tables can be found in Supplementary File 2.

Risk of bias assessment

Risk of bias assessment was performed by the reviewers (GC and HvV or CB) and
cross-checked. In cases of uncertainty or disagreement, reviewers conferred until
consensus was reached. The selected RCTs and quasi-experimental studies were
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analysed using the Cochrane Collaboration’s tool for risk of bias assessment 21,
Seven domains were scored as low risk of bias/positive (+), high risk of bias/negative
(-), or unclear risk of bias (?). Blinding of participants and personnel was not taken
into account in the quality assessment as it was considered impossible in studies
that evaluate SDM interventions. Therefore, a positive score on the remaining six
key domains were considered were considered high-quality studies 2.

For cross-sectional studies, the Centre for Evidence-Based Medicine (CEBM)
checklist for critical appraisal was used . The checklist consists of 12 appraisal
questions, receiving a score (Yes, Can’t tell, No). For the assessment, a slightly
higher cut-off value (75%) was used than in similar studies ?*? to have a value
more in line with that of the RCTs: When 9 or more questions were answered with
yes, studies were considered to be of “high quality”. Below this threshold they were
considered as “low quality”.

Data items, effect measures and synthesis methods

Intervention characteristics and consultation time

The Template for Intervention Description and Replication (TIDieR) checklist was
used to describe the details of the SDM interventions in the selected studies ?°. The
presence of all characteristics in each intervention was independently reported
by three researchers (GC, CB, HvV). Differences in extracted data between the re-
searchers were resolved through discussion. The following intervention charac-
teristics were documented: 1) theory-based (yes, no); 2) multifaceted (yes, no); 3)
target (patients only, clinicians only, or both clinicians and patients); 4) care setting
(primary care, secondary/tertiary care, other); 5) format (individual, group); 6) in-
tervention mode (face-to-face, paper-based, digital, telecommunication); 7) Inter-
vention content (includes patient information, patient coaching, patient/personal
risk assessment, clinician training); 8) timing (pre-encounter, during encounters,
both pre- & during encounters); 9) frequency (once, more than once).

As primary outcome, the mean differences (MD) in consultation times (in minutes:
seconds) between before and after the SDM-intervention were used. Standard-
ized mean differences (SMD) were used when consultation durations were oper-
ationalized in different ways. Continuous variable scales, e.g. of the level of SDM,
were standardized to a scale of 0-100. If outcome data could not be retrieved from
authors, standard deviations were derived from standard errors or confidence
intervals 7,

To arrive at a percentage of studies showing no increased consultation time when
introducing a SDM-intervention with the specified intervention characteristic, the
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number of studies that did not report a significant increase in consultation time
are divided by total number of studies that investigated this specific intervention
characteristic, and reported a statistically significant outcome in favour of the
SDM-intervention group. A high percentage indicates that this intervention char-
acteristic does not take more consultation time.

Best evidence synthesis

As we expected high level of heterogeneity in the (subgroup) analyses, a best
evidence synthesis was carried out to explore the impact of SDM interventions on
consultation length ¥, For the appraised RCT’s and Quasi-experimental studies
four levels of evidence were defined ??: Strong evidence (consistent results among
two or more high-quality studies), Moderate evidence (results from one high-qual-
ity study and/or consistent results among two or more lower-quality studies),
Limited evidence (one lower-quality study) and Conflicting evidence (inconsistent
results among two or more studies). Outcomes were considered consistent if at
least 75% of the studies reported the same positive or negative finding #2. If there
were two or more high-quality studies, the lower-quality studies were ignored in
the best evidence synthesis.

For the selected cross-sectional studies, the quality of individual studies was
assessed, but no best evidence synthesis was performed.

Meta-analysis

Review Manager Software (version 5.4.1) was used for pooling consultation duration
across studies, if reported in three or more studies in order to have sufficient data
for pooling. We refrained from pooling if the studies showed large clinical heter-
ogeneity, e.g., due to differences in patient populations, care processes, interven-
tions, or reported outcomes including consultation duration. Statistical heteroge-
neity across studies was determined using the I? statistic. An I? value above 50%
was interpreted as substantial heterogeneity F. If pooling was meaningful, me-
ta-analysis was conducted using DerSimonian and Laird’s random effects model
for continuous outcomes with 95% confidence intervals (CI) B,

Results

Study selection
After removing duplicates, the literature search identified 5319 publications. After
screening titles and abstracts, 159 full-text articles were retrieved for a detailed
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eligibility assessment. Eventually, a total of 63 studies met the inclusion criteria:
28 randomized clinical trials ¥>%), 7 quasi-experimental studies [©0-% and 28
cross-sectional studies %673, The flow of study inclusion and reasons for exclusion

are presented in Fig. 1.

Records identified through database

searching
. Ovid Embase: n=2,899
. Ovid Medline: n=2,256

. EBSCO CINAHL: n=1,621
*  Cochrane Database of Systematic
Reviews + Cochrane Central Register of
Controlled Trials: n=1,554
(n=8,330)

!

Records after duplicate removal

Duplicates removed
(n=3,011)

(n=5,319)

Records screened on title and abstract

Records excluded based on title and/or abstract
(n=5,160)

(n=5,319)

Full-text articles assessed for eligibility

(n=159)

Articles included in systematic review
(n=63)

Figure 1. Inclusion procedure.
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Full-text articles excluded, with reasons

. Review, letter, editorial, study protocol,
conference abstract (n = 8)

. Does not assess SDM/no (relevant) SDM
measurement (n=17)

. No (relevant) time measurement (n = 35)

. No objective assessment of the (possible)
association between SDM and consultation
time (cross- sectional studies) (n = 24)

. No improvement in SDM or relevant SDM-
related outcomes with the intervention
(experimental studies) (n =7)

. Simulated patient-clinician encounters (n = 3)

. Patient age <18 years (n=2)

(n=96)
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Study characteristics

Study participants

An overview of characteristics of the included studies is presented in Table 1
(experimental studies) and Table 2 (cross-sectional studies). A total of 14,469
patients (range 18-3453) participated in the studies. The selected studies reported
on a broad variety of conditions: oncology [33545:47,49,64-66,6986,9051 " mygculoskeletal
disorders P+#0:4244:48,50,55,8L8487 cardiovascular disease P6:51-5370.789394 ' oeneral practice
consultations 877375808351 ' mental disorders %34.606182 " diabetes mellitus type II

743,46 elective otolaryngologic surgery 7>%°2 asthma 77, palliative care **77, and
other [15:38,56,62,63,74,76,79,85,89]

SDM interventions

The characteristics of the included interventions are described in Table 3 P26l
Overall, the included interventions could be divided in three groups: SDM support
tools for use during face-to-face patient-clinician encounters (mainly paper-based
decision aids), support tools designed for patient and/or clinician review prior
to patient-clinician encounters (e.g., digital patient decision aids, websites), and
clinician training to enhance SDM implementation skills. The majority of the
included quasi-experimental and cross-sectional studies (17 of 35) evaluated a
decision aid, ten combined decision aids with additional training or instruction for
clinicians, four studies investigated training without a decision aid and four inter-
ventions had a multifaceted design (i.e. a combination of at least 2 interventions,
whereby training is not limited to instruction of the decision tool). Four studies
examined the effect of clinician training only.

Control groups received placebo or no intervention (usual care). In the control
groups, usual care or an alternative information intervention was provided, such
as patient pamphlets, brochures #4% or written evidence-based guidelines P2,
One crossover study randomized clinicians to receive training in SDM skills or the
use of risk communication aids ®°!. The quasi-experimental studies used a baseline
measurement as control situation ©61-636¢1,

Follow-up intervals, outcomes and measurement of consultation duration

Follow-up intervals of most studies were short; only three studies had a follow-up
of approximately a year %%, Normally, studies collected their data during or
directly after the intervention. Consultation duration was measured in different
ways across studies. Mostly, consultation time was defined as the moment
patients enter and exit the clinicians’ office, so including history taking and
physical examination. Consultation time in 22 randomized and quasi-experimen-
tal studies was retrieved from audio- or video- recordings of the consultations
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(n o 22) [33,37,39,40,42—44,48,51-53,55-59,61—64,66,95]. In elght
studies the patient or professional reported the
duration after the consultation [%445-47,50,60,961
four studies used a third observer (e.g. nurses
on the ward) 236389 and one study used per-
sonalized outcome estimations B4,

Risk of bias assessment

The risk of bias assessment is summarized in
Fig. 2. Seven RCTs had positive scores on the
six selected key domains and were considered
high-quality studies [83448,52,55,57,95],

Study results

Consultation duration

Only the identified RCTs were selected for
meta-analysis, as the quasi-experimental
and cross-sectional studies did not report
the necessary data. Two studies (RCTs) were
excluded from the meta-analysis, as data on
consultation duration were missing and/or
could not be retrieved B>, For one study that
performed two measurements after the inter-
vention, the first measurement was included
el and for a study with four parallel arms, the
combined intervention was inserted 8. The
included studies showed substantial clinical
heterogeneity (Fig. 3), so an overall meta-anal-
ysis was not meaningful (I> =84%). After the
SDM interventions, changes in mean consulta-
tion durations ranged between 11:30 min:sec
shorter to 13:36 min:sec longer than before
the intervention. In 24 of the 26 included RCTs
(88%) and 6 of the 7 quasi-experimental studies
(86%) this difference in consultation duration
was less than 3 min, while before the interven-
tion the mean consultation time in the control
groups was 24:13 min:sec (range 3:06-84:00).
Reduced consultation durations (2 studies)
or no difference (26 studies) was found more
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Favours [experimental] no SDM Mean Difference Mean Difference
Study or Subgroup Mean [minutes] SD [minutes] Total Mean [minutes] SD [minutes] Total Weight IV, Random, 95% CI IV, Random, 95% CI
Aoki 2019 28.71 12.66 35 30.49 1591 53 -1.78[-7.77, 4.21) —
Berger-Hoger 2019 12.8 6.6 36 24.3 6.3 28 -11.50 [-14.68, -8.32] —
Bozic 2013 21 6.8 61 21 7.2 62 0.00 [-2.47, 2.47] -
Coylewright 2016 28.25 13.15 34 28.25 14.72 20 0.00 [-7.82, 7.82] D
Elwyn 2016 27.7 6.6 36 29.4 12 36 -1.70 [-6.17, 2.77] T
Geiger 2017 19.43 12.73 36 18.78 10.58 38 0.65 [-4.70, 6.00] e
George 2021 16.6 4.7 40 19.1 7.2 37 -2.50 [-5.24, 0.24] —
Henselmans 2020 31.65 10.2829 46 30.71 10.2829 47 0.94 [-3.24,5.12] ——
Hess 2016 4.4 0.4 451 3.1 0.29 447 1.30 [1.25, 1.35] 1
Jayakumar 2021 27.1 12,5 69 24.9 116 57 2.20[-2.02, 6.42] -
Kunneman 2020 32 16 419 31 16 411 1.00 [-1.18, 3.18] T
Kunneman 2021 26 66.4403 172 28 45.3473 137 -2.00 [-14.50, 10.50] I m—
Kushner 2021 323 6.7 9 21.4 5.6 9 10.90 [5.20, 16.60] —_—
LeBlanc 2015 (D) 44 22 59 48 27 41 -4.00 [-13.99, 5.99] — T
LeBlanc 2015 (0) 11.2 4.1 25 15.3 15.3 13 -4.10 [-12.57, 4.37] —_—T
Loh 2007 29.2 10.7 128 26.7 12.5 66 2.50 [-1.04, 6.04] T
Montori 2011 212 12.8 37 212 152 35 0.00[-6.51, 6.51] I
Nannenga 2009 35.5 18.5 48 21.9 16.7 42 13.60 [6.33, 20.87] —_—t
Ozanne 2007 24.3 7.5 15 21.9 8.5 15 2.40[-3.34, 8.14] e
Perestelo-Perez 2016 18.1 8.07 61 19.65 12.61 63 -1.55 [-5.26, 2.16] —
Politi 2019 29.9 12.4 60 30 13.7 60 -0.10 [-4.78, 4.58] —
Sanders 2017 15.8 6 59 13.1 4.5 80 2.70[0.88, 4.52] —+
Stubenrouch 2022 15 4.5 191 12.9 63 151 2.10[0.91, 3.29] +
Thomson 2007 29.33 19.05 53 22 5.33 56 7.33[2.01, 12.65] —
Whelan 2003 68.3 21.1 50 65.7 21.1 55 2.60 [-5.48, 10.68] B
Wilkens 2019 11 1 45 11 0.84 45 0.00 [-0.38, 0.38]

-10 0 20
Favours [experimental] Favours [control]

Figure 3. Forest plot 1.1 - all studies.

often than increased durations (7 studies). Selecting studies with only a positive
outcome on either the objective or patient-perceived level of SDM, eight studies
would be excluded (Table 1). Also then, heterogeneity was too high to conduct a
meta-analysis. Of the remaining 27 experimental studies, 18 reported no signifi-
cant change in duration, 2 showed a reduction and 6 an increase in consultation
time.

Effects of intervention characteristics on consultation duration

In the analysis of intervention subtypes, study homogeneity was found for 5 out
of 23 types of intervention characteristics: interventions that targeted clinicians
only, used telecom (phone) as intervention mode, were applied in primary care
settings, used a group format, or were not theory-based (see Fig. 4). Interventions
that used telecom as intervention mode (MD - 0:16 min:sec, 95%CI - 2:33-2:02,
I? =0%) did not lead to significant changes in consultation duration. Interventions
that targeted clinicians only (MD 1:30 min:sec, 95%CI 0:24-2:37, I* =0%), were
performed in primary care settings (MD 2:05 min:sec, 95% CI 0:11-3:59, I? =19%),
used a group format (MD 2:25 min:sec, 95%CI 0:45-4:05, I> =0%) and were not the-
ory-based (MD 4:01 min:sec, 95% CI 0:38-7:23, I?=14%), resulted in a significant
increase in consultation time, after the level of SDM had improved according to
at least one of the selected SDM outcomes. If the subgroup analysis is limited to
studies with a positive outcome on either the objective or patient perceived SDM
level, increased durations were found for digital interventions (MD 1:13 min:sec,
95%CI 0:17-2:09, 1?=33%).

Best evidence synthesis

Seven high-quality and 28 lower-quality randomized clinical and quasi-experi-
mental studies that reported an increased application of SDM in routine medical
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Favours [experimental] no SDM Mean Difference Mean Difference
Study or Subgroup Mean [minutes] SD [minutes] Total Mean [minutes] SD [minutes] Total Weight 1V, Random, 95% CI 1V, Random, 95% CI
Aoki 2019 28.71 12.66 35 30.49 15.91 53 -1.78[-7.77,4.21] —
Berger-Hoger 2019 12.8 6.6 36 24.3 6.3 28 -11.50 [-14.68, -8.32] —_t
Bozic 2013 21 6.8 61 21 7.2 62 0.00 [-2.47, 2.47] -+
Coylewright 2016 28.25 13.15 34 28.25 14.72 20 0.00 [-7.82, 7.82] e m—
Elwyn 2016 27.7 6.6 36 29.4 12 36 -1.70 [-6.17, 2.77] —
Geiger 2017 19.43 12.73 36 18.78 10.58 38 0.65 [-4.70, 6.00] —
George 2021 16.6 4.7 40 19.1 7.2 37 -2.50 [-5.24, 0.24] -
Henselmans 2020 31.65 10.2829 46 30.71 10.2829 47 0.94 [-3.24, 5.12] —t—
Hess 2016 4.4 0.4 451 31 0.29 447 1.30 [1.25, 1.35] 1
Jayakumar 2021 27.1 125 69 24.9 116 57 2.20[-2.02, 6.42] B
Kunneman 2020 32 16 419 31 16 411 1.00 [-1.18, 3.18] T
Kunneman 2021 26 66.4403 172 28 45.3473 137 -2.00 [-14.50, 10.50] e E—
Kushner 2021 323 6.7 9 21.4 5.6 9 10.90 [5.20, 16.60] —_—
LeBlanc 2015 (D) 44 22 59 48 27 41 -4.00 [-13.99, 5.99] —
LeBlanc 2015 (0) 11.2 4.1 25 15.3 15.3 13 -4.10 [-12.57, 4.37] —
Loh 2007 202 10.7 128 26.7 125 66 2.50[-1.04, 6.04] -
Montori 2011 21.2 12.8 37 21.2 15.2 35 0.00 [-6.51, 6.51] —
Nannenga 2009 355 18.5 48 219 16.7 42 13.60 [6.33, 20.87] —_—t
Ozanne 2007 243 7.5 15 219 8.5 15 2.40[-3.34, 8.14] ]
Perestelo-Perez 2016 18.1 8.07 61 19.65 12.61 63 -1.55 [-5.26, 2.16] —
Politi 2019 29.9 124 60 30 13.7 60 -0.10 [-4.78, 4.58] —
Sanders 2017 15.8 6 59 13.1 4.5 80 2.70[0.88, 4.52] -+
Stubenrouch 2022 15 45 191 129 6.3 151 2.10[0.91, 3.29] +
Thomson 2007 29.33 19.05 53 22 5.33 56 7.33[2.01, 12.65] —_—
Whelan 2003 68.3 211 50 65.7 21.1 55 2.60 [-5.48, 10.68] —Tt
Wilkens 2019 11 1 45 11 0.84 45 0.00 [-0.38, 0.38]
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Figure 4. Meta-analysis of intervention subtypes.

practice were included in the best-evidence synthesis. These showed conflicting
evidence as to the effect of these SDM-interventions on consultation duration:
From the seven high-quality RCTs included B%#24852555%%1 " three showed a signif-
icant increase in consultation duration ¥>*51 while four showed no significant
change (Table 1) #5579 Of the 28 included lower-quality studies, four showed
significant increases 85936 one a significant decrease %, and 23 showed no sig-
nificant change in consultation duration in the intervention group compared to
control. No synthesis of the high-quality cross-sectional studies was performed;
23 out of the 28 studies reported positive associations between the SDM level and
consultation length and five showed no association [©&70789291,

Success rates

For each intervention characteristic of the investigated interventions in the
selected RCTs and quasi-experimental studies, the percentage of studies reporting
with no increased (i.e. not significant or decreased) consultation duration are
presented (Table 3). Intervention characteristics that appeared to have a low
risk (success rate>80%) of increasing consultation duration were: interventions
that used telecom (100%, but only 2 studies), included patient coaching (90.9%),
were multifaceted (90.9%), took place in secondary or tertiary care (87,5%), were
provided before the encounter (85.0%), were offered more than once (83.3%), were
theory-based (83.3%), were digital (82.4%), targeted clinicians (81.3%) and included
training (81.3%) (Table 3). On the other hand, interventions that took place in an
‘other care setting’ (50%, but only 2 studies), were not theory-based (60%), were
carried out in primary care (63.6%), or included risk assessment (61.51%), might
carry a higher risk of lengthening consultations.
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Discussion

Discussion

This study shows that SDM-promoting interventions in general do not necessarily
lead to prolonged consultation durations. Overall, the number of studies showing
shorter or similar consultation durations was higher than the number of studies
reporting increased durations. These conclusions did not change when we limited
our analysis to only studies reporting a positive outcome on patient perceived
or observer reported SDM level. The effect on consultation duration varied with
the types of SDM interventions. SDM interventions targeting clinicians only,
in primary care settings, using a group format or having no theoretical basis,
appear to lead to longer consultation durations. This may occur when interven-
tions make insufficient use of theory that promotes the application of SDM, e.g. in
clinician-only interventions !7>*7, The finding that consultation duration tends
to increase when introducing SDM in primary care and when SDM interventions
focus on groups, requires further research, especially since healthcare is more
and more provided through multidisciplinary teams, which confounds the imple-
mentation of SDM in clinical practice. So far, the integration of SDM-interventions,
for example through time-outs, into multidisciplinary care processes, has been
investigated only in breast cancer care B3¢, Here, it seems possible to lower the
physicians’ consultation time by adding a consultation with a (specialized) nurse
in the clinical pathway 3, while preserving the level of SDM.

Research has repeatedly highlighted the importance of training clinicians as
an effective means to promote SDM %1%, Only one study explicitly looked at a
possible training effect over time P, indicating that consultation duration may
increase initially while training SDM skills, but decreases after the clinician has
acquired these skills and conducts a more efficient and structured consultation
gearing towards SDM. Clinicians’ concerns about an increase in consultation
duration, possible information overload, and patients’ disinterestin being involved
in the process of SDM, may resolve after a basic training and a short period of
practicing SDM in daily practice "*?. This coincides with current medical learning
theory, such as deliberate practice, that proposes to involve opportunities for
repeated performance to refine behaviour 1%, Future research should focus on
repeated forms of training SDM over longer time periods, and look for possibilities
to provide immediate feedback %, and time for problem-solving and evaluation,
to investigate and pass through this learning curve over time. This is quite similar
to the learning curves when new surgical techniques are introduced, e.g., robot
surgery 1%,

139




Chapter 6

Providing patient information (e.g. patient decision aids) as an intervention to
enhance SDM is theoretically likely to reduce consultation duration, as patients
are better informed when entering the consultation room. This may explain our
finding that consultation time increases after clinician-only SDM interventions.
However, training might have a more substantial effect than providing patient in-
formation ©®¥. Therefore, it seems pivotal to properly train and facilitate clinicians
(as well as patients) to work with decision tools P¥. This will also counteract the
limited implementation of decision tools 81,

Cross-sectional studies suggest a positive correlation between increased SDM
levels and consultation duration. However, as cross-sectional studies are unsuited
to differentiate between cause and effect, this does not mean that applying SDM
prolongs consultation duration. No intervention was offered in these studies and
clinicians were not trained in SDM. A longer encounter could facilitate clinicians
to adapt a more comprehensive approach to medical consultation, exploring
patients’ perspectives and values, suggesting higher SDM levels ¥,

Strengths and limitations of this study.

A strength of this review is its focus on consultation duration in studies using in-
terventions that actually improved SDM, and the inclusion of many studies that
used an objective, observer-based assessment of the level of SDM . Second, we
were able to perform some quantitative meta-analyses. Furthermore, several
non-observer-based SDM-related outcomes provided a comprehensive overview
and added value in taking the patient’s perspective into account.

On the other hand, this literature review has several limitations. Assessing the
duration of a consultation varied across studies and may have been influenced by
other factors than the introduction of SDM-interventions. Second, the Cochrane
Collaboration’s tool for assessing risk of bias assesses internal validity, but it does
not account for insufficient statistical power P7. It is conceivable that included
studies were not sufficiently powered to show a true effect. Lastly, the inclusion of
non-randomized studies resulted in a higher risk of bias and, thus, a lower quality
of evidence.

Conclusion

Implementation of SDM in clinical practice does not necessarily require longer
consultation durations. Consultations were not prolonged in the majority of
studies reviewing the effects of SDM interventions. Theory-based multilevel imple-
mentation approaches seem to have a higher impact on observed SDM behaviour,
while at the same time reducing the risk of increased consultation durations 3,
Training clinicians’ SDM skills allows for feedback and a learning curve over time.

140



SDM and duration of consultations: A systematic review

Adapting the context of clinicians, such as the introduction of time-outs in the
clinical pathway, redesign of the collaboration within multidisciplinary teams
and diffusion of team tasks, might be crucial for substantial integration of SDM in
routine medical practice and for its maintained usage over time. Research should
investigate how decision tools can be better integrated in clinical pathways and at
the same time reduce consultation duration -, Nevertheless, the increase in
consultation duration in the studies reporting this appears to be so limited, that
it may be justified by the improved SDM application and its associated quality im-
provement.

Practice implications

Clinicians’ concerns that SDM may result in prolonged consultation durations,
being a major implementation barrier, can be best prevented by implementing
SDM thoughtfully. Results of this review reinforce the idea that concerted efforts
are needed for effective implementation of SDM in routine medical practice, es-
pecially by multifaceted approaches that include improving the diffusion of tasks
in the clinical team, thus dividing the time pressure and the workload. Finding
space in the busy agenda of clinicians is vital, as it is likely that training SDM skills
and adapting working processes will initially need a time investment, but may
save time eventually. Promising actions to enhance SDM include training clini-
cians’ SDM skills, the use of decision aids, option-grids, and time-outs to match the
number and timing of consultations to the pace that patients need to participate
in the process of SDM. To secure an effective approach and support of clinicians,
learning principles that strengthen intrinsic motivation and proper facilitation of
process redesign are vital.
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Abstract

Objective: Shared decision-making (SDM) for cancer treatment yields positive
results. However, it appears that discussing essential topics for SDM is not
fully integrated into treatment decision making yet. Therefore, we aim to
explore to what extent discussion of therapy options, treatment consequenc-
es, and personal priorities is preferred and perceived by (former) cancer
patients.

Methods: An online questionnaire was distributed by the Dutch Federation of
Cancer Patient Organisations among (former) cancer patients in 2018.
Results: Among 3785 (former) cancer patients, 3254 patients (86%) had
discussed treatments with their health care provider (HCP) and were included
for analysis. Mean age was 62.1 + 11.5; 55% were female. Discussing the option
to choose no (further) treatment was rated by 2751 (84.5%) as very important
(median score 9/10—IQR 8-10). Its occurrence was perceived by 28% (N = 899),
and short- and long-term treatment consequences were discussed in 81% (N
= 2626) and 53% (N = 1727), respectively. An unmet wish to discuss short- and
long-term consequences was reported by 22% and 26%, respectively. Less
than half of the (former) cancer patients perceived that personal priorities
(44%) and future plans (34%) were discussed.

Conclusion: In the perception of (former) cancer patients, several essential
elements for effective SDM are insufficiently discussed during cancer
treatment decision making.
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Introduction

Over the last decades, health care has shifted away from its former paternalis-
tic attitude towards a more patient-centred approach ™. Shared decision-mak-
ing (SDM) is a key component of patient-centred care 2. SDM is defined as “an
approach where clinicians and patients share the best available evidence when
faced with the task of making decisions, and where patients are supported to
consider options, to achieve informed preferences” ¥l It requires active partici-
pation from both health care provider (HCP) and patient, as they collaboratively
weigh different treatment options in the light of priorities and values of the
patient. The process of SDM is dynamic and complex but essentially consists of
four key steps: (1) raising awareness of the fact that patients have a choice, (2)
talking through the different options and discussing consequences of each option,
including their probabilities, (3) discussing a patient’s values, and — after some
time for deliberation, supported by their HCP — (4) taking a decision based on
informed preferences .

There are multiple reasons why, especially in the field of oncology, there is great
value in SDM. First, an increasing variety of cancer treatments is being developed
and multiple treatment options are suitable with side-effects that may significantly
affect the patients “quality of life” P7. Second, the process of SDM ensures the dis-
cussion of treatment consequences and their probabilities 5. This is important
since — as aresult of rising survival rates — an increasing number of former cancer
patients are living with long-term consequences of their treatment . Thirdly,
the fact that HCPs are insufficiently able to accurately predict patients’ values un-
derlines the importance of discussing patients’ values (SDM step 3) ™%, Finally,
SDM in cancer care, compared to the traditional style of communication, is as-
sociated with a higher perceived satisfaction with, and confidence in, treatment
decisions P!, greater levels of treatment adherence ™, perceived quality of life "
and mental health ",

Despite the need for SDM and its positive effects, it has been reported that SDM is
not yet fully integrated into the decision-making process for cancer treatment 7%,
especially concerning steps 2 and 3 of SDM. For instance, observations of consulta-
tions in multiple cancer care settings show that HCPs regularly steer towards active
treatment while the option to choose no (further) treatment is left underexposed
2021, Furthermore, the amount of information provided to cancer patients during
treatment decision processes may be insufficient ??. Observations also suggest
that patients’ values (SDM step 3) may be underexposed, since essential elements
such as exploring a patient’s expectations and concerns are only discussed in half
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of patients ?**I. In order to improve the integration of SDM in daily practice, it
is important to know which elements of SDM are currently lacking in the cancer
treatment decision-making process.

Therefore, we aim to explore to what extent (1) therapy options, (2) their conse-
quences and (3) personal preferences are discussed during the SDM process, as
perceived by (former) cancer patients and what patients would have wished to
discuss regarding these topics.

Methods

In 2018, an online questionnaire on how cancer patients perceived their deci-
sion-making process was developed and distributed by the Dutch Federation of
Cancer Patient Organisations (NFK in Dutch) among their network of (former)
cancer patients. NFK is an umbrella organisation in the Netherlands representing
19 cancer patient organisations. Annually, they develop and send out several ques-
tionnaires to explore cancer patients’ needs and experiences.

Questionnaire development and content

The questionnaire (Appendix) was developed by NFK, together with represent-
atives of affiliated cancer patient organisations. Preferences and perceptions of
(former) cancer patients regarding their treatment decision process were assessed
with numeric, multiple-choice questions and open-ended questions. Conditional
logic was applied. First, a validation question was asked to confirm that respond-
ents have (had) cancer. Of the (former) cancer patients, patients who reported that
they did not discuss one or more treatments were excluded from further analysis.
Respondents were able to quit the questionnaire at any time. Responses were only
included if respondents finished all demographic questions in addition to at least
one decision-making related question.

Basic demographic information was collected: type of cancer, time since the last
cancer treatment decision was made, and time since the lasttreatment. Then, using
the structure of the key steps of SDM 1, questions were asked to explore the extent
to which patients perceived that SDM took place during their treatment process.
SDM step 2 was explored with use of questions 9, 12-19, and 22 and 23; SDM step 3
was explored with use of questions 20 and 21. This included discussing the option
to choose no (further) treatment and its perceived importance rated on a scale of
1to 10 (1 = not important, 10 = very important). It also included exploring to which
extent patients perceived that short- and long-term consequences were discussed,
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and if not, should preferably have been discussed in retrospect. Finally, respond-
ents were asked to rate to which extent—in their perception—the topics “what is
important to patients in daily life” and “their future plans,” were discussed during
their decision-making process.

The survey was reviewed for content and face validity by co-authors with expertise
in the field of SDM and patient involvement, through a continuous process of re-
flection within the team, resulting in an iterative version of the questionnaire.

Distribution and data collection

The questionnaire was distributed by NFK in October 2018 among members and
followers of affiliated cancer patient organisations, by email, newsletter and/or
website. NFK also posted a direct link to the questionnaire on their website and all
their social media channels, and asked affiliated organisations to post the ques-
tionnaire. Furthermore, a group of cancer patients who volunteered to partici-
pate in NFK’s questionnaire panel received an invitation via email to fill out the
questionnaire. Recipients were given 2 weeks to complete the survey. Data were
collected anonymously with the use of the online tool “Survey Monkey.”

Data analysis

IBM SPSS Statistics version 25 was used for all analyses. Categorical variables are
presented as numbers and percentages, continuous variables are presented as
mean and standard deviation if normally distributed and otherwise as the median
and interquartile range (IQR). Percentages were calculated by consistently using
the total of patients included in our study as a denominator. Descriptive analyses
were performed to explore differences for subgroups of our population, based on
cancer type.

Results

Study population

A total of 3785 (former) cancer patients filled out the questionnaire. Of these re-
spondents, 3254 (86.0%) patients discussed one or multiple treatments with their
HCP and were included. Patient characteristics are presented in Table 1. The mean
age was 62.1 (+11.5) and 55.1% of participants were female. The most prevalent
cancer types were breast (27.2%), haematological (17.8%), and colon (17.3%) cancer.
A majority of patients (88.1%; N = 2867) expressed a preference for SDM regarding
their cancer treatment.
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Table 1. Characteristics of the study population (N = 3254).

Age, years (SD)
Sex, female (%)
<60 years old
> 60 years old
Diagnosis, (%)
Breast cancer
Hematological cancer
Colon cancer
Prostate cancer
Bladder cancer
Melanoma/skin cancer
Gynaecological cancer
Lung cancer
Other
Median time since last treatment (IQR)
Median time since last treatment decision (IQR)
Hospital type where patients were treated (%)
Academic (or specialised in cancer-care)
‘Top-clinical’
General
Other

Median number of healthcare professionals involved (IQR)

62.1

1,054
738

886
579
563
400
195
120
118
77

316

1,013
1,277
917
47

1

(11.5)

(77.3)
(39.0)

(27.2)
(17.8)
(17.3)
(12.3)
(6.0)
3.7)
(3.6)
2.4)
(9.7)
(0-5)
(0-5)

(31.1)
(39.2)
(28.2)
1.4)
1-2)

Abbreviations: HCPs, health care providers; IQR, interquartile range; SD, standard deviation.

SDM step 2: Discussing the different treatment options and their

consequences

Forty-two per cent of patients (N = 1352) reported that only one treatment was
discussed during the decision-making process. The importance of discussing the
option to choose no (further) treatment was rated by 2751 (84.5%) patients, with a
median score of 9 out of 10 (IQR 8-10). Twenty-eight per cent of patients (N = 899)
reported that the option to choose no (further) treatment was discussed. Of all
included patients, 80.7% (N = 2626) reported that short-term consequences of their
treatment had been discussed (Table 2) and 53.1% (N = 1727) reported the discus-
sion of long-term consequences. The short- and long-term consequences discussed

are presented in Table 2.
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Table 2. Discussion of short- and long-term consequences in SDM process: perceptions (SDM step 2)

Discussion of short-term consequences % (N) 80.7 (2,626)

Discussion of long-term consequences % (N) 53.1 (1,727)

Discussion of short- Discussion of long-term

term consequences consequences

% (N) % (N)
Fatigue 47.8 (1,557) 25.1 (816)
Diminished physical capacity 38.5 (1,254) 18.7 (610)
Sexual dysfunction NA 15.8 (515)
Nausea/vomiting 28.9 (940) NA
Gastrointestinal complaints 24.6 (802) 10.0 (324)
Osteoporosis NA 9.0 (293)
Hair loss 24.0 (780) NA
Weight shift/problems eating or drinking 21.4 (696) 6.8 (220)
Pain 19.6 (637) 6.7 (219)
Neuropathy 18.2 (592) 10.9 (354)
Cardiological problems NA 5.9 (191)
Hormonal dysfunction 16.2 (527) 9.0 (293)
Oral/dental problems 15.6 (507) 4.4 (143)
Mental focus problems 13.2 (428) 8.2 (266)
Incontinence 11.2 (364) 7.9 (257)
Lymphedema 9.9 (321) 6.0 (196)
Memory problems 8.8 (286) 5.9 (191)
Depressive symptoms 8.8 (285) 5.3 (174)
Fertility problems NA 4.9 (160)
Secondary tumors NA 4.0 (130)
Dyspnea/shortness of breath 6.1 (199) NA
Stress 5.9 (192) 3.0 (99)
Anxiety 5.4 (176) 3.3(107)

Note: Higher means or medians indicate more discussion.
Abbreviations: NA, not applicable; SDM, shared decision making.

When asked “Are there any short-term consequences that were left undiscussed,
which you would have preferred to have discussed” patients answered “yes” in
22.4% of cases (N = 728) (Table 3). Most reported short-term consequences that
patients would like to have discussed, but were not, were fatigue (6.8%), dimin-
ished physical capacity (6.6%), and concentration problems (5.4%).
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Table 4. Perceived discussion of patient’s preferences (SDM step 3).

All Breast Haema- Colon Prostate Melanoma/ Other
included cancer tological cancer cancer skin cancer
patients cancer cancer types
N=3,254 N=866 N=579 N=563 N=400 N=120 N=706
Perceived dis- 44.1 40.4 42.3 46.0 50.0 30.0 48.7
cussion of what (1,434) (350) (245) (259) (200) (36) (344)
isimportantin
daily life % (N)
Perceived dis- 33.6 27.0 34.0 35.9 41.5 25.0 37.4
cussion of future  (1,093) (234) (197) (202) (166) (30) (264)

plans % (N)

Abbreviation: SDM Shared decision making.

Of all included patients, 25.6% (N = 833) reported the preference to talk about
long-term consequences that were left undiscussed. The most reported long-term
consequences which were preferred but were left undiscussed again included
fatigue (10.4%), diminished physical capacity (8.3%), and concentration problems
(8.1%).

SDM step 3: Discussing patient’s values

Forty-four per cent of patients (N = 1434) reported that their HCP discussed with
them what they consider important in daily life (Table 4). The discussion of future
plans was reported by 33.6% of patients (N = 1093).

Discussion

Our study explores to what extent (1) therapy options, (2) their short- and long-term
consequences, and (3) patients’ personal preferences are part of the SDM process
in cancer treatment decision-making. Our results suggest that essential topics
— such as the option to choose no (further) treatment or long-term consequenc-
es of treatment — are insufficiently discussed during the cancer treatment deci-
sion-making process.

Of the patients who discussed their treatments with their HCP, less than half
reported discussing only one treatment. Only a quarter reported discussing the
option to choose no (further) treatment, even though patients rated this option as
veryimportantto discuss. An unmet wish to have short- and long-term consequenc-
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es discussed was reported by one in four and one in five patients, respectively.
Less than half of the respondents perceived that personal priorities (44%) and
future plans (34%) were discussed. These findings suggest that there is room for
improvement in the extent to which essential elements of the SDM process are part
of the conversation(s) between cancer patients and their HCPs. Our finding that
the option to choose no (further) treatment is currently underexposed is especially
worrisome for patients with palliative cancer, as we assume that the discussion
of this option is even more relevant to them, compared to patients with curative
cancer.

Unfortunately, we were unable to stratify our results based on prognosis (i.e.,
curative or palliative treatment), since this information was not collected in the
questionnaire. Our results are supported by previous research in which consulta-
tions concerning preference-sensitive neo-adjuvant treatment decisions in breast
and rectal cancer patients were audiotaped. In none of the 100 consultations, the
option to choose no (further) treatment was the topic of conversation ¥, This was
confirmed in an observational study among patients with advanced cancer ?%. Dis-
cussing and presenting the option of choosing no (further) treatment with cancer
patients seems warranted, particularly since discussing this option was rated as
very important by patients.

Our data also demonstrate that patients perceive more frequently that they are
informed about short-term consequences (81%) than about long-term consequenc-
es (53%). In hindsight, the most frequently omitted consequences that patients
preferred to talk about were; fatigue, diminished physical capacity and concentra-
tion problems. Kunneman, Marijnen, Rozema, et al. **, who studied radiotherapy
decisions for rectal cancer, showed comparable proportions in which short- and
long-term consequences were discussed. In their study, short- and long-term con-
sequences of treatment were discussed in 65% and 70% of consultations, respec-
tively. The slight difference in results may be due to the different study methods,
treatment options and study populations.

Discussion of what is important to patients in their daily life and their future plans
was experienced by less than half of patients. Similar results were found in rectal
cancer treatment decisions: patient’s values were considered in only one in five
consultations 9. Additionally, a study in cancer patients with a median life expec-
tancy of less than 1 year showed that values were discussed in only 48% of consul-
tations 7. This lack of discussion of patients’ values is also reported in other spe-
cialties. In a study performed on 35 patients with an abdominal aortic aneurysm,
patient’s priorities were discussed in only 18%-31% of consultations, depending
on the size of the aneurysm 8.
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A recent systematic review showed that patients often prefer, but not experience a
shared decisional role for cancer treatment . Our study provides direct clues on
how to improve patient involvement in SDM. In short, our findings are in line with
observations from previous studies, and support the idea that vital steps (2 and 3)
of the SDM process may be improved by increasing the extent to which both short
and long-term treatment consequences and personal priorities are discussed with
cancer patients. Some promising interventions were developed in an attempt to
improve the extent to which essential elements are discussed. One of these inter-
ventions is the “time out consultation,” where patients take time to discuss their
situation with their own family physician before they proceed with the cancer
treatment-decision with their medical specialist *%. Other promising interventions
that have been reported recently are training and feedback on consultations %2
and the coaching of patients (by a nurse or other health care provider) in develop-
ing skills necessary for SDM, such as using medical information, raising questions
and clarifying values . These interventions may help close the gap between the
preferred and actual level of SDM implementation in cancer care.

Strengths and limitations

A major strength of this study is its large sample size and the variation of cancer
types within the study population. Even though this supports generalisability
and reliability of findings for our study domain and offers insight into differences
between cancer types, the approach used in our study also has limitations, which
must be taken into consideration when interpreting our results. The questionnaire
was distributed by NFK and affiliated cancer patient organisations. This conven-
ience sampling may lead to selective participation. First, because members and
followers of these patient organisations may have different (i.e., more informed or
critical) opinions than the average cancer patient. Since participation in the study
is voluntary, it may be possible that people who were very satisfied or very unsatis-
fied concerning their decision-making process are overrepresented. The response
rate would therefore be relevant, but cannot be estimated: the number of patients
that were reached with the request to participate is unknown as—in addition to
other routes—social media were used to distribute the questionnaire.

Second, the types of cancers represented by the organisations affiliated with NFK
are not a direct reflection of the incidence of cancer types in the Netherlands B4,
For example, due to the participation of a large haematological cancer patient
organisation, patients with haematological cancers are overrepresented in our
study population. This selective participation should be taken into account when
generalising our findings. Another limitation is potential recall bias. It has been
reported that patients’ memory for medical information is far from optimal, es-
pecially in case of the emotional stress following a diagnosis of cancer ®%1. Our
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results are based on patients’ perceptions of a situation that sometimes occurred
several years ago (median time since treatment was 2 years, IQR 0-5). Therefore,
patients may underestimate the extent to which the elemental SDM topics were
actually discussed. Previous studies have shown that patients only recall about
half of the information provided in cancer consultations #>*¢. Also, when cancer
patients were asked how many adverse effects of treatment were discussed, they
recalled a median of two adverse effects while a median of eight was discussed
B8, Additionally, some patients may have perceived adverse effects of their
treatment, possibly affecting the preferences regarding discussed issues during
their treatment decision-making process. Given the fact that our study provides a
hindsight view, our findings should be interpreted as the extent to which patients
remember discussing elemental SDM topics.

Finally, we restricted our study population solely to (former) cancer patients who
reported that one or multiple treatments had been discussed, since we assumed
that if treatment had not been discussed, treatment consequences and corre-
sponding patient values would also be left undiscussed. Therefore, 14% (N = 531) of
patients who did not recall a treatment to be discussed were excluded. The finding
that one in seven patients did not recall discussing treatments at all is worrisome,
particularly given the need for “choice awareness” in the SDM process 8. Since
we did not include this 14% of patients in our results, our results possibly overes-
timate the extent to which essential elements of SDM are implemented in cancer
treatment decision making.

Our study suggests that essential elements in the SDM process are insufficiently
experienced in cancer treatment decision making. This includes the perception of
a treatment choice, awareness of treatment options and their consequences, and
weighing options in the light of personal values. Particularly, in the perception of
patients, the option to choose no (further) treatment and long-term consequenc-
es for daily life is insufficiently discussed. Consequently, cancer patients may
currently be insufficiently equipped to make the important treatment decisions
that they must face. The HCPs guiding these patients may need to improve the
way in which they actively accompany and lead cancer patients through the steps
required to attain an informed and shared cancer treatment decision.
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Appendix
Questionnaire (originally in Dutch)

1. This questionnaire is meant for people who were diagnosed with cancer. Does

this apply to you?
O Yes, I've had a cancer diagnosis
dJ No — end of questionnaire

2. What is your sex?
O Male
dJ Female

3. What is your year of birth?
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4. What type of cancer were you diagnosed with? In case of multiple diagnoses,
please fill out the most recent one.
5. How long ago was your most recent treatment?

6. How long ago was your most recent treatment decision?
7. In what hospital were you a patient when this last treatment decision was made?

8. Do you feel a need for shared decision-making regarding your cancer treatment?
O Yes

O No

O Do not know/not applicable

9. Did a care provider discus one or multiple treatment options with you? (during
your most recent treatment decision process)?

Yes, one treatment option

Yes, multiple treatment options

No, no treatment options were discussed — skip to question 20

Do not know/not applicable — skip to question 20

Ooooao

10. Who discussed one or multiple treatment options with you (during your most
recent treatment decision process)? (multiple answers possible)
Oncologist/internist

Surgeon

Urologist

Gynaecologist

Haematologist

Radiotherapist

Other doctor in hospital

Specialised nurse/nurse practitioner

Other nurse in hospital

General practitioner

Do not know/not applicable

Other, namely ...

Oo0ooooooobobo

11. In what way were you informed about one or multiple treatment options with
you (during your most recent treatment decision process)? (multiple answers
possible)

dJ Orally (e.g., during consultation with your care provider)

O Written (e.g., in brochures)
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Digitally (e.g., via websites)
Through a printed decision aid
Through a digital decision aid
Do not know/not applicable
Other, namely ...

Oooooao

12. Were short-term consequences of treatments discussed with your care provider
(during your most recent treatment decision process)?

O Yes
O No — skip to question 14
O Do not know/not applicable — skip to question 16

13. Which short-term consequences of treatments were discussed with your care
provider (during your most recent treatment decision process)?
Fatigue

Pain

Concentration problems

Memory problems

Incontinence

Diminished physical capacity

Neuropathy (nerve pain)

Depressive symptoms

Anxiety

Stress

Hormonal dysfunction

Nausea/vomiting

Hair loss

Gastrointestinal complaints

Oral/dental problems

Lymphedema

Dyspnoea

Weight change/problems eating or drinking
Do not know/not applicable

Other, namely ...

Oo0o0oooooooboboooooOooad

14. Are there short-term consequences of treatments that were not discussed, but
you wish they would have been discussed?

O Yes
O No — skip to question 16
O Do not know/not applicable -> skip to question 16
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15. Which short-term consequences of treatments that were not discussed do you
wish would have been discussed?
Fatigue

Pain

Concentration problems
Memory problems
Incontinence

Diminished physical capacity
Neuropathy (nerve pain)
Depressive symptoms
Anxiety

Stress

Hormonal dysfunction
Nausea/vomiting

Hair loss

Gastrointestinal complaints
Oral/dental problems
Lymphedema

Dyspnoea

Weight change/problems eating or drinking
Do not know/not applicable
Other, namely ...

Oo0o0oooooooboboooooOooad

16. Were long-term consequences of treatments discussed by your care provider
(during your most recent treatment decision process)?

O Yes
O No — skip to question 18
O Do not know/not applicable — skip to question 20

17. Which long-term consequences of treatments were discussed by your care
provider (during your most recent treatment decision process)?
Fatigue

Memory problems

Concentration problems

Sexual problems

Incontinence

Diminished physical capacity

Neuropathy (nerve pain)

Depressive symptoms

Anxiety

Oo0o0ooooono
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Stress

Hormonal dysfunction
Osteoporosis

Cardiological problems
Oral/dental problems
Lymphedema

Pain

Fertility problems
Secondary tumours
Gastrointestinal problems
Weight change/problems eating or drinking
Do not know/not applicable
Other, namely ...

Oo0o0oooooooobooo

18. Are there long-term consequences of treatments that were not discussed, but
you wish they would have been discussed?

O Yes
O No — skip to question 20
O Do not know/not applicable — skip to question 20

19. Which long-term consequences of treatments that were not discussed do you
wish they would have been discussed?
Fatigue

Memory problems
Concentration problems
Sexual problems
Incontinence

Diminished physical capacity
Neuropathy (nerve pain)
Depressive symptoms
Anxiety

Stress

Hormonal dysfunction
Osteoporosis

Cardiological problems
Oral/dental problems
Lymphedema

Pain

Fertility problems

Secondary tumours

Oo0oooooooobooooooad
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Gastrointestinal problems

Weight change/problems eating or drinking
Do not know/not applicable

Other, namely

Ooooao

20. Cancer treatment can influence your daily life. Therefore, we feel that it is
important for your care provider to know what is important to you in your daily
life, so that this can be taken into account during the treatment decision process.
Did a care provider talk to you about what is important to you in daily life (during
your most recent treatment decision process)?

O Yes
O No
O Do not know/not applicable

21. Cancer treatment can have long-term consequences. Therefore, we feel that it is
important for your care provider to know what is important to you in your future,
so that this can be taken into account during the treatment decision process. Did
a care provider talk to you about your future plans or wishes (during your most
recent treatment decision process)?

O Yes
O No
O Do not know/not applicable

22. Choosing no (further) cancer treatment can be an option too, for example if
the advantages of treatment do not outweigh the disadvantages of treatment. Or if
patients do not wish (further) treatment. Did a care provider talk to you about the
option to choose no (further) cancer treatment (during your most recent treatment
decision process)?

O Yes
O No
O Do not know/not applicable

23. How important do you think it is that a care provider discusses the option
to choose no (further) treatment? Please give a score between 1 and 10. (1 = not
important at all, 10 = very important).

24. Who eventually took the treatment decision?

O Me
O My loved ones
dJ My care provider(s)

169




Chapter 7

Me, together with my loved ones

Me, together with my care provider(s)

My loved ones, together with my care provider(s)

Me, together with my loved ones and care provider(s)
Do not know/not applicable

Other, namely ...

Ooooooao

25. How content are you with the support you received from your care provider
during your most recent treatment decision process? Please give a score between 1
and 10. (1 = not content at all, 10 = very content).

26. How important do you think it is to receive support from your care provider
during a treatment decision process? Please give a score between 1 and 10. (1 = not
important at all, 10 = very important).

27. How much time for deliberation was given to you by your care provider, before
a final decision was made (in you most recent treatment decision process)?

No time for deliberation

Less than 1 day

1-3 days

4-6 days

1-2 weeks

More than 2 weeks

Do not know/not applicable

Oooooooo

28. Retrospectively, how do you feel about the time for deliberation that was given
to you by your care provider, before a final decision was made (in you most recent
treatment decision process)?

Precisely enough time

I would have wanted more time

I would have wanted less time

Time for deliberation was not possible in my situation

Do not know/not applicable

Oooooao

29. This is the final question of this questionnaire. If something you would like to
tell us about shared decision-making that has not been addressed in this question-
naire, please leave a comment.
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Abstract

Background: Shared decision-making (SDM) is particularly important in
oncology as many treatments involve serious side effects, and treatment
decisions involve a trade-off between benefits and risks. However, the imple-
mentation of SDM in oncology care is challenging, and clinicians state thatitis
difficult to apply SDM in their actual workplace. Training clinicians is known
to be an effective means of improving SDM but is considered time consuming.
Objective: This study aims to address the effectiveness of an individual SDM
training programme using the concept of deliberate practice.

Methods: This multicentre, single-blinded randomized clinical trial will
be performed at 12 Dutch hospitals. Clinicians involved in decisions with
oncology patients will be invited to participate in the study and allocated to
the control or intervention group. All clinicians will record 3 decision-making
processes with 3 different oncology patients. Clinicians in the intervention
group will receive the following SDM intervention: completing e-learning,
reflecting on feedback reports, performing a self-assessment and defining 1
to 3 personal learning questions, and participating in face-to-face coaching.
Clinicians in the control group will not receive the SDM intervention until
the end of the study. The primary outcome will be the extent to which clini-
cians involve their patients in the decision-making process, as scored using
the Observing Patient Involvement-5 instrument. As secondary outcomes,
patients will rate their perceived involvement in decision-making, and the
duration of the consultations will be registered. All participating clinicians
and their patients will receive information about the study and complete an
informed consent form beforehand.

Results: This trial was retrospectively registered on August 03, 2021. Approval
for the study was obtained from the ethical review board (medical research
ethics committee Delft and Leiden, the Netherlands [N20.170]). Recruitment
and data collection procedures are ongoing and are expected to be completed
by July 2022; we plan to complete data analyses by December 2022. As of
February 2022, a total of 12 hospitals have been recruited to participate in the
study, and 30 clinicians have started the SDM training programme.
Conclusions: This theory-based and blended approach will increase our
knowledge of effective and feasible training methods for clinicians in the
field of SDM. The intervention will be tailored to the context of individual
clinicians and will target the knowledge, attitude, and skills of clinicians. The
patients will also be involved in the design and implementation of the study.
Trial registration: Netherlands Trial Registry NL9647; https://www.trialreg-
ister.nl/trial/9647.
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Introduction

Background

Shared decision-making (SDM) has been promoted to support patients in making
informed decisions that best fit their personal preferences, circumstances, and
concerns 2. This is particularly important in oncology as many treatments
involve serious side effects, and treatment decisions involve a trade-off between
benefits and risks ®4. Approximately 110,000 Dutch patients are diagnosed with
cancer each year Pl Surgery, radiation, and systemic treatment options are
available for most patients with cancer. The made treatment decisions determine
crucial aspects of the lives of all patients and their families. Being diagnosed with
cancer brings emotional stress, which affects patients’ information recall and the
decision-making process 8,

However, SDM implementation in oncology is challenging ©??. There is a rela-
tively high level of uncertainty in cancer care regarding the treatment benefits
and risks (1213, Fighting cancer is paramount in the focus of both clinicians and
patients, which may impede the process of considering multiple treatment options
and weighing their short- and long-term consequences 1. Moreover, different
clinicians within a team must coordinate the decision-making process over an
extended period and for several decisions, which makes it difficult to guarantee
continuity in the decision-making process . Interventions tailored to specific
local contexts have been proposed to stimulate the integration of SDM in usual
care 1721,

In addition, clinicians underline the importance of communication with their
patients but feel that it is difficult to apply SDM in their actual workplace and
believe that applying SDM does not differ much from their current practice #*>4.
Training clinicians as part of the implementation of SDM is generally seen as
vital to overcome these hurdles ?>2>?°l. Training involves theory and skills but is
more effective when it also accounts for peer pressure, individual attitudes, and
learning objectives . It has been suggested that elements such as reflection and
real time feedback be added to a clinician’s actual SDM performance [31]. Recent
efforts that incorporate feedback from observations of consultations to improve
SDM competencies are promising 23252,

SDM behaviour is complex as it comprises interacting elements that are also in-
fluenced by contextual factors P**4. Medical professionals are expected to con-

tinuously improve their knowledge, skills, and behaviours, which requires the
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development and use of reflective practice skills 5%, Regarding medical per-
formance, it has been stated that additional experience will not improve once it
reaches the level of automaticity and effortless execution P”. Deliberate practice
involves the provision of immediate feedback, time for problem-solving and eval-
uation, and opportunities for repeated performance to refine behaviour B7%!, As
deliberate practice supports teaching that is more focused on the motivation and
self-directed learning of the clinician, coaching is being increasingly recognized
as a method of enhancing technical and nontechnical clinical performance B4,
Effective coaching on complex communication skills, including those involved in
SDM, requires direct observation or review of audio- or video-recorded health care
encounters, followed by constructive feedback from the coach and the process-
ing of this feedback into developmental actions by the coachee ¥**4. As training
clinicians — face to face, individually, or in a team — is time consuming and chal-
lenging for a busy health care team ?*I, training approaches that improve SDM
behaviours should be both effective and feasible. The effects of deliberate practice
have not been evaluated in the design of effective SDM education but coincide with
clinicians’ own views that feedback and reflection, tailored to their own learning
needs and firmly embedded in the daily working context, are considered vital to
effectively learn communication skills ¥6l,

Objective

The aim of this randomized clinical trial is to examine whether an individual SDM
training programme for oncology clinicians grounded in the theory of deliber-
ate practice ®7, as compared with their standard clinical practice, improves SDM
behaviour. The programme comprises audiotaping the consultation or consulta-
tions of a single patient and conducting an SDM e-learning programme contain-
ing both theory and a role-play example, followed by self-assessments, individ-
ual feedback reports, and coaching facilitated by an individual action-planning
template.

Methods

Trial design

This multicentre, single-blinded randomized clinical trial was designed and
will be reported in accordance with the CONSORT (Consolidated Standards of
Reporting Trials) guidelines 7. The trial addresses the effect of SDM interventions
in real-life clinician-patient consultations on the extent to which clinicians involve
their patients in the decision-making process. The design is unpaired, meaning
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that patients are only audiotaped once, either before or after the intervention.
In the control group, the clinicians will not receive the SDM intervention until
the trial period has finished. The trial will include different oncology clinicians,
diagnoses, hospitals, and decisions to investigate applications in a range of onco-
logical diagnoses, including patients in palliative care.

Study conduct

Whenjoining the study, clinicians will complete a short questionnaire asking about
their number of years of experience, former participation in SDM skills training
(ves or no) during medical school or as part of continuous medical education,
residency, profession, age, and gender. The diagnosis, gender, and age of the
patients will be recorded by the clinician to gather the basic demographic data of
the study sample.

A measurement involves recording >1 consultation relevant to a decision-making
process of 1 patient only, with a questionnaire that measures patients’ perceived
involvement in the decision-making process. The physicians and patients will be
aware that consultations are being recorded. Each clinician will record the deci-
sion-making process for 3 different patients. By recording 2 consultations after
the SDM intervention, with a time interval of 3 to 4 weeks between the record-
ings, the effectiveness of the SDM intervention for clinicians can be measured over
time. The duration of the consultations and coaching sessions will be noted by the
researcher (HvV) directly from the recordings. Clinicians will be instructed not
to participate in educational activities related to patient-centred communication
during the study. In addition, clinicians in the intervention group will be asked not
to discuss the training contents or study-related information with participants in
the control group. Once the final consultation is recorded, clinicians in the control
group will receive the equivalent communication training. The period between
each measurement will be 3 to 4 weeks, summing up to a total participation of ap-
proximately 8 weeks per clinician.

Participants

A total of 12 hospitals in the Netherlands will be included in this study (n=3, 25%
universities; n=5, 42% general teaching; and n=4, 33% district hospitals). The re-
cruitment of consecutive clinicians, who will discuss treatment decisions with
their patients, will take place from April 2021 to July 2022.

All clinicians from the 12 hospitals involved in the decision-making process with
patients of oncology regarding treatments will be invited to participate in the
study. Clinicians in training (residents) are also eligible as, in the Dutch situation,
they work under supervision but communicate with patients independently. Cli-
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nicians who have already received individual feedback on consultations or par-
ticipated in SDM training within the past 3 years will be excluded. The inclusion
criterion is that clinicians should be conducting consultations in which a decision
is to be made with a patient who is capable and willing to participate. In addition,
choices may relate not only directly to the final treatment decisions but also to
other aspects of the care process. Consultations with patients who are palliatively
treated with no prospect of cure, for whom decisions are to be made regarding the
quality of life, are also eligible.

Intervention

Overview To clarify what SDM entails when applied in daily practice, we will invite
clinicians to reflect on their own communication behaviour during >1 consulta-
tion in which a treatment decision is made in relation to the following four steps
for applying SDM: (1) creating option awareness, (2) discussing the options and
their pros and cons, (3) exploring patients’ values, and (4) agreeing on a decision
that fits best with the patients’ personal preferences ¥. All participants receive a
crib sheet, a pocket-sized card to be used during or in between consultations that
shows the 4 SDM steps with example phrases. These 4 steps are also key elements
in the educational components of our intervention.

To support the adoption of SDM behaviour by clinicians in daily practice, we will
use the following four implementation levels of the Meetinstrument Determinant-
en van Innovaties model and their change determinants for our implementation
approach 2U: (1) innovation (the implementation of SDM), (2) users of the inno-
vation (clinicians and patients), (3) organisational context, and (4) socio-political
context. To take the social context into account, oncology clinicians will be asked
to participate as teams to enhance implementation success. By asking for a fee
for participation in the training, we also ensure financial commitment from the
hospitals to increase legitimacy and adherence to the trial.

Next, we will use the principles of deliberate practice as the basis for the education-
al approach. The best training situations focus on activities of short duration with
opportunities for immediate feedback, reflection, and corrections 7. In addition,
additional reinforcing principles of medical coaching and action learning have
been added #-%9.

The full SDM intervention takes <2.5 hours and comprises 4 parts, as described in

the following sections.

« e-Learning (45 Minutes) An e-learning programme was developed to com-
prehensively explain the principles and theoretical background of SDM.
It addresses knowledge (ie, definition, rationale, effect, and the 4 steps for
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applying SDM); attitude (ie, reported barriers, own beliefs, and providing
evidence on frequent misconceptions about SDM) ¥%; and, to a lesser extent,
self-efficacy illustrated with a video example of a consultation following the 4
steps of SDM. In e-learning, information is given about patients’ perspectives
on SDM based on internet polls among (former) patients. A total of 7 questions
will be asked during the 45-minute e-learning programme to stimulate reflec-
tion and memory. e-Learning was used and evaluated in a former implementa-
tion project on breast cancer ?**?. The completion of basic SDM e-learning will
be mandatory. Additional e-learning may be completed on a voluntary basis.
Reflection on Feedback Report (15 Minutes) Participants will receive a
personal feedback report from a communication researcher based on the
Observing Patient Involvement-5 (OPTION-5) scores of their own consultation
or consultations recording of a decision process with a patient . This indi-
vidual report will contain a score (0-4) per OPTION-5 item, as well as illus-
trative quotes and behaviours during the encounter that contributed most to
a score and comprises 1 to 2 pages of >1 consultation per patient. The report
was tested in 11 teams comprising patients with breast cancer during former
implementation projects ?*3. The direct observation of clinical encounters
followed by structured feedback and coaching is educationally valuable *”and
seems promising for improving SDM behaviours %%, By recording an actual
clinical consultation in which a decision with a patient is made, feedback can
be provided, and the recording can be stopped at critical points to reflect on
and discuss appropriate goals with the coach. We put emphasis on quotes and
non-judgmental feedback rather than using a summative assessment form,
as clinicians might feel this may reduce communication skills to behavioural
components and may perceive this as impeding the improvement of their com-
munication skills [,

Self-assessment and Defining 1 to 3 Personal Learning Questions (30 to 45
Minutes) This feedback will be aligned with the learner’s ambition by giving
clinicians a short version of the OPTION-5 checklist to complete a self-assess-
ment of their recording. Next, we strive to provide feedback as individualized
as possible and as close to their clinical reality by using quotes and linking
the quotes to a practical 4-step model that can be used in the consultation. In
addition, clinicians will then be asked to write down 1 to 3 learning questions,
which will help reflect on their own performance. In addition, defining a
personal ambition stimulates intrinsic behavioural changes. Participants will
use e-learning, self-assessment, and personal feedback reports to reflect on
what would help them improve the adoption of SDM in their daily practice the
most. Writing down learning questions is the first part of the action-planning
template, which is provided to serve as a checklist for the coaching session,
self-reflection, and follow-up of planned actions.
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«  Face-to-face Coaching: 15 to 30 Minutes Clinicians will discuss the feedback
with an experienced communication coach (HvV, Maaike Schuurman, or
Esther van Weele) using both the participants’ learning question or questions
and the feedback report. To support reflexive and action learning, all par-
ticipants will be provided with an action-planning template [50]. A model
for effective coaching *” will be used that involves four step® ) establishing
principles of the relationship, (2) conducting an assessment, (3) developing
and implementing an action plan, and (4) assessing the results of action plans
and revising them accordingly. After the coaching session, each clinician will
complete the action-planning template to force them to reflect on their SDM
behaviour, consider goals, and decide which strategies and skills will help
them attain those goals. The coaching model is explained in Table 1, and the
study design is presented in Figure 1. A professor of clinical medical education
(PB) was consulted to finalize the form of coaching. In addition, an evalua-
tion of the coaching will take place after 3 and 10 coaching sessions. After the
coaching, the following characteristics of the coaching session will be noted:
the content of the session; action planning; duration of the session; whether
the clinicians prepared the learning objectives, relistened their own consulta-
tion, and read the feedback report beforehand; and the number of e-learnings
completed.

Comparator

The time schedule for participants randomized to the control group is shown in
Figure 1. They will first be asked to complete the recording of the decision-making
process of 2 different patients before they are offered the intervention (including
recording a third decision-making process). This will enable a comparison of their
SDM behaviour with participants who are exposed to the intervention. By offering
the intervention to participants in the control group after the trial period, we will
ensure thatall participants in this trial have the opportunity to develop themselves
in the field of SDM. To keep similar trial circumstances, the interval between these
3 recordings (3-4 weeks) will be similar to that of the intervention group.

Outcomes

The primary outcome is the OPTION-5 instrument to rate the clinicians’ behaviour
in the decision-making process objectively, which will be performed by 2 of the 3
researchers (HvV and Maaike Schuurman and Esther van Weele) independently .
Each of the 5 items will be rated on a scale ranging from 0 (no effort made) to 4
(exemplary effort made).
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Figure 1. Design of the study.

Feedback report 3

As secondary outcomes, we will use subjective measures of SDM scored by the
patients: the iISHARE, Control Preferences Scale (CPS), and the SDM Question-
naire-9 (SDM-Q-9) questionnaires.

The 15-item iISHARE questionnaire measures the perceived level of SDM during
medical consultation or consultations; it was recently developed and has shown
adequate content validity and comprehensibility ®°. It covers the entire SDM
process rather than a single consultation and involves both clinician and patient
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behaviours. It is especially meant for the oncology setting, as definitions of SDM
differ between health care settings ®¥. The CPS has proven to be a clinically
relevant, easily administered, valid, and reliable measure of preferred or experi-
enced roles in decision-making among people with life-threatening illnesses ..

The CPS comprises 1 question with 5 possible statements indicating the role of the
clinician and patient in the decision-making process. The SDM-Q-9 comprises 9
statements. For each statement, patients rate the extent to which they completely
disagree (0) to completely agree (5) on a 6-point Likert-type scale. The scores are
added, multiplied by 20, and divided by 9 to provide a percentage of the maximum
score, ranging from 0 (no SDM) to 100 (maximum level of SDM). If needed, a
maximum of 2 missing items will be imputed with the mean of the items that
are scored . The duration and number of consultations are registered for each
physician directly from the audiotaped consultation or consultations.

Sample size

The primary outcome of this trial will be the extent to which clinicians involve
their patients in the decision-making process, as scored using the OPTION-5 in-
strument ¢, A >10-point improvement in the OPTION-5 score is considered clin-
ically relevant and significant, given the relatively limited time investment of the
participants. For instance, a >10-point OPTION-5 score indicates 2 out of 5 items
improving from moderate effort (2 points) to skilled effort (3 points) or 1 item
improving from minimal effort (1 point) to skilled effort (3 points).

A preintervention mean score of 38 is assumed for our sample, which was measured
in a former implementation project involving 6 outpatient breast cancer teams .
This is a high baseline score compared with other studies in general 5% and for
oncology P57, A total sample size in a 2-sided Z test for 2 means of 72 patients will
be calculated based on an increase in the OPTION-5 score from 38 before imple-
mentation to 48 after implementation, with an SD of 13 in both groups, achieving a
90.38% power at the 5% significance level 3325, We will expand the sample size to
100 clinicians to account for possible failed recordings and dropouts of clinicians.
A sub analysis will be performed to evaluate whether the results for palliative
decisions, that is, patients who are palliatively treated (both tumour targeted and
non-tumour targeted), are similar to those for the group with curative treatment
intentions.

Randomization and blinding

Randomization (Figure 1) will be conducted by allocating each clinician agreeing to
participate in the study to either the intervention arm or the control arm (1:1) based
on randomly mixed block sizes (2, 4, or 6) using Castor EDC (Castor Company) 2.
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This type of randomization is common in multicentre studies that include approx-
imately 100 participants to reduce the predictability of allocation . All patients
and raters will be blinded, whereas clinicians cannot be blinded to their alloca-
tion. The allocation sequence, enrolment, and assignment of participants to inter-
ventions will be conducted by a coordinator (LP) not involved in rating consulta-
tions and coaching of the participants.

Statistical methods

All raters will use the OPTION-5 coding scheme, which has been refined for
patients of oncology and vascular surgery ¢4, The manual will be adjusted to
be relevant to the oncology setting to increase raters’ agreement in scoring the
audio recordings. All audio recordings will be scored independently by 2 raters
blinded to the intervention using the OPTION-5 instrument. After the first 10 audio
recordings, these scores will be compared, and the coding rules will be discussed
to reach an agreement over the final score. Moreover, the personal feedback and
coaching sessions with the first 10 clinicians will be discussed by the project team
in which patients are involved, and the unweighted Cohen x values will be cal-
culated as a measure of the interrater agreement . The OPTION-5 score will be
converted from a 0- to 20-point scale into a 0% to 100% scale.

Descriptive statistics will be presented as percentages or means with SDs. Differ-
ences will be expressed as mean differences with 95% CIs. The Pearson chi-square
statistic will be used to analyse the differences between categorical variables at
P<.05. We will check whether previous training in communication skills, profes-
sional background, disease, duration of the consultation or consultations, hospital,
age, and number of consultations are equally distributed between the study arms.
If they are not equally distributed, they will be included in the regression model for
the OPTION-5 score. We will also perform a sub analysis for palliative decisions to
evaluate whether the effectiveness of the SDM intervention for these consultations
is comparable with that for the entire group. Statistical analyses will be performed
using SPSS Statistics (version 25; IBM Corporation).

Patient involvement

To guarantee that the patient’s perspective is sufficiently included in the design
of the SDM intervention, 2 patient representatives (Maaike Schuurman and Ella
Visserman) and 1 (former) patient with breast cancer (Lisanne de Groot) have been
involved in the study. The 2 patient representatives have been involved from the
start of setting up the research project (including determining research questions
and outcome measures) as part of the research team in recruiting clinicians for the
study and are also committed to disseminating the study results and methodology
in oncology care. A patient representative (Maaike Schuurman) is involved as a
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researcher in rating consultations with the OPTION-5 instrument and providing
coaching to clinicians (Maaike Schuurman), and all three (Maaike Schuurman,
Ella Visserman, and Lisanne de Groot) will give feedback on specific parts of the
training programme, such as the content of the coaching sessions and feedback
reports.

Ethics approval and informed consent

All participating clinicians will receive information about the study and will be
asked to give verbal consent for participation in the study: providing contact
details, selecting a patient, and recording a consultation will be considered as their
verbal consent. Their patients will complete a written consent form as consulta-
tions will be audio recorded, and patient characteristics will be collected. Non-
Dutch-speaking patients will be excluded unless they are accompanied by a person
who speaks Dutch sufficiently. Approval for the study has been obtained from the
medical ethics review board of Leiden Den Haag Delft, located at Leiden Universi-
ty Medical Centre, the Netherlands (reference N20.170/ML/ml). Each participating
hospital provided local approval for this study.

Data management

All sensitive data will be stored in encrypted password-protected databases (EUR
Document Vault and Codific Document Vault [to save audio recordings during the
study period]). Data will be entered by the study coordinator (LJP).

Results

Ethical approval for the study was obtained in December 2020, and thereafter, until
December 2021, each of the 12 participating hospitals obtained local approval for
this study. The first clinician started with the individual SDM training programme
in May 2021. As of February 2022, we enrolled 30 clinicians, of whom 5 (17%) have
completed the training programme. The pace of participant inclusion in the study
is increasing; therefore, study recruitment is planned to be finalized around July
2022. We plan to complete data analyses by December 2022.

A mixed cofunding was obtained from the participating clinicians themselves
(voluntary contribution), from the Dutch OncoZon-Citrienfonds (a professional

oncology network), CZ Health Care Insurer, and DSW-Phoenix Health Care Insurer.

The study results will be disseminated to partnering organisations, study partici-
pants, and organisations involved in the development of clinician education. The
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findings will be submitted to a peer-reviewed journal and presented at academic
conferences.

Discussion

Principal findings

We hypothesize that clinicians exposed to this intervention are more likely to
adopt SDM behaviour than clinicians who do not, resulting in decisions that better
match the preferences and values of oncology patients. We expect that clinicians
in the intervention group will increase their observed level of SDM after each part
of the intervention. We also believe that the effect of the training programme will
be at least as large as the average increase that other interventions have shown ¢,
Another possible effect is that patients may perceive greater involvement in the
decision-making process and thereby experience a higher level of autonomy.

Comparison with prior work

We have previously worked on designing effective interventions, including
training, to help clinicians adopt SDM in daily practice ?**-%2. The theory-based
and blended approach builds on previous research and includes different types of
clinicians, diagnoses, hospitals, and oncology decisions to stimulate generalizabil-
ity . This approach is grounded in the theory of deliberate practice ¥”. Moreover,
patient involvement is guaranteed in the design and implementation of this study.
Therefore, the study is perceived to have global value and should engender consid-
erable interest in the academic and clinical education fields.

Strengths and limitations

A strength of our approach isthatit will be tailored to the context of individual clini-
cians and that it targets attitudes, knowledge, and skills of clinicians. The possible
limitation of this protocol could be that participating clinicians may already have
an inclination toward SDM, which can lead to selection bias. Therefore, we will
try to invite clinical teams rather than individuals to participate in this study to
include a group of clinicians with a wide range of SDM interests and skills. Another
limitation is that the clinicians cannot be blinded to the intervention. This might
encourage them to practice SDM apart from the intervention itself.

189




Chapter 8

Future directions

This trial takes the next step in the pursuit of developing effective training
methods for clinicians in the field of SDM. It will increase our knowledge about
how effective and feasible the direct observation of audio-recorded health care
encounters, followed by constructive feedback from a coach, can be. Principles
of deliberate practice are used as the basis for the educational approach, which
enables effective learning ", and the intervention is substantiated by implemen-
tation theory (Meetinstrument Determinanten van Innovaties model) and a 4-step
model for applying SDM during clinical consultations 148,

Our intervention incorporates important elements from the theory of deliberate
practice, such as having a well-defined goal, motivation to improve, and providing
feedback on real-life situations ¥7.. Nevertheless, in our delineated intervention,
it is difficult to meet the hallmark of providing opportunities for repetition and
gradual refinement of performance over time. Therefore, future studies should
address this challenge.

Conclusions

For most patients with cancer, multiple treatment options exist, and SDM is crucial
to support them in making informed decisions that best fit their personal pref-
erences. Clinicians play an important role in enhancing SDM implementation;
however, SDM implementation remains challenging. This study will examine the
effectiveness of an individual SDM training programme for physicians. The results
of this study will be disseminated through publication in an open-access journal
to enable the uptake of this deliberate practice study in other fields of interest and
through presentations. In the Netherlands, patient organisations, professional
bodies, and health care insurers are involved in the project and are committed
to using valuable results for daily practice. Although our educational intervention
is a mixed set of interventions with several elements over a 10-week period, it is
relatively short and labour intensive, with one-on-one feedback and coaching. For
implementation, it is important to take this into account and continue to look for
interventions that are applicable in daily (oncological) care as well as support a
continuous learning process for clinicians.
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Discussion

‘The patient is the centre of the medical universe
around which all our works revolve and
towards which all our efforts tend’.

(John Benjamin Murphy, surgeon (1857-1916)"")
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Discussion

Lessons learned on implementing shared decision-
making: Towards equity and equality in healthcare

The studies conducted in this thesis have led to five insights regarding SDM imple-
mentation:

Multilevel implementation is effective and feasible

A systematic implementation approach, starting with an analysis of what would
help in the local context, stimulates clinicians to better adopt SDM in daily practice
(chapter 3 and 4) 3. It will lead to a multilevel design of implementation strategies
that include the use of tools to introduce patients and clinicians in SDM theory, ac-
companied by the learning of new skills and an effective response to barriers and
accelerators in the organisation and in the broader context of how care is organised
4561 SDM is potentially rewarding for clinicians: clinicians perceive SDM as highly
relevant to quality of care, and they report significant benefits for themselves, their
patients and their team that reinforces their intrinsic motivation (chapter 5) 7.

By team-based SDM learning, the satisfaction of learning and team development
can be utilized and aspects that transcend the individual clinician can be tackled,
such as the division of tasks between physician and nurse (specialist), the provision
of information to the patient, and the organisation of multidisciplinary team con-
sultations. Motivating clinicians to record consultations as a team is easier than
by approaching individual clinicians. And the team approach strengthens peer
support, for example by observing (new) communication skills applied by col-
leagues .,

Building reflection time (time-out) into care pathways so that patients have time to
make well-considered decisions within the limits of delay leading to a significantly
worse prognosis (‘fast diagnosis, slow decision’), should not be missing in a multi-
level approach. Adjustment of outpatient schedules and division of tasks between
clinicians may be indicated. This also proved to be feasible in various clinical (on-
cological) contexts, without extending the consultation time 3.

Organisational and socio-political factors that may drive SDM implementation,
must also be considered. SDM deserves an explicit place in the vision and policy of
the government, care organisations, health insurers, and professional and patient
organisations, including investments to give clinicians room to participate in
SDM-activities. When it comes to time, this remains one of the barriers most felt or
feared by clinicians (chapter 2) *7%°. However, we found that SDM-promoting in-
terventions do not necessarily lead to increased consultation times (chapter 6) 1%.
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Durations can be longer or shorter, depending on the type of decision, the patient,
and the trajectory 7. Yet, it is crucial to take clinicians’ concerns seriously: the
feared risk of longer consultation time can be minimized by offering a tailored,
theory-based implementation approach " and by limiting this investment.

Training, training, training

Training is important for implementing SDM ©71251 without training the effect of
using decision aids may even be threatened ™. Clinicians particularly value actor
role-play based on their own patient cases . Both individual and team feedback
on consultations appears to be effective »¥ and is also perceived as very valuable 7,
especially if their SDM behaviour and the possibility on how improve therein is
recognized by individual clinicians. Clinicians indicate that training is necessary
to transform old routines into new ones: ‘T have to go off autopilot’, a nurse special-
ist sighed during one of the SDM training sessions. A surgeon responded to the
feedback that was presented to him on a taped consultation: ‘Did I say this to her?
(silence, reads further in the feedback) ... Yes, I guess this is what I said.” We therefore
call for interprofessional workplace learning with minimal distance to the clini-
cians’ daily reality and focused on repeated performance to refine behaviour .

Learning is more important than (only) measuring

Being the pinnacle of patient-centred care and value-based healthcare %', SDM
should be at the heart of continuous quality improvement, in which it is common
that multidisciplinary teams work in a structured manner on improvement
goals "8 In our studies, principles applied in quality improvement collaboratives
and implementation theory were used to underpin our implementation efforts ™.
Essential is that (the core of) teams remain intact and collect data to show clini-
cians and managers the benefit to their patients and to clinical practice ©12,

Clinicians participating in our studies reported different benefits for themselves
and their patients, and for each clinician the benefit that motivated them could
differ ”. However, too strong a focus on collecting (reliable) data can threaten
learning and improvement .. Regarding SDM, there is much to be learned from
mapping SDM effects through qualitative rather than quantitative evaluation, and
this also appears to be more motivating ©.

Hence, the purpose of observing consultations needs a shift to learning rather than
measurement primarily for research or accountability. Implementation experts in
the SDM field are advised to adopt a learning attitude in the sense that they need
to know a lot about the theory but work from day-to-day practice to co-design and
apply the right improvements in the local context: ‘All teach, all learn’ as motto for
the support (research/expert) team 4,
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Patients and clinicians are merely humans

Patients use a variety of old and new sources of information (medical profession-
als, websites, friends, family, and social media) to gain health knowledge >,
Clinicians have been the most valued source of information, consistent with the
trust people place in them ?4, To sustain this trust, patients’ confidence that their
best interests are taken into account is essential and can be enhanced through
patient-centred communication ?*I. In SDM, a doctor and a patient meet. But it
is also an encounter between two human beings (equality): Both are uncertain
about the treatment benefits *. The clinician has dreams and ambitions in ex-
ercising the chosen profession. Dreams and ambitions of the patient are affected
by the diagnosis. In their conversation, both ‘take themselves with them each
time, their knowledge, skills, and values must be aligned to be able to decide on
the care that fits the patient best (equity). A personal barrier for clinicians arises
when a SDM process culminates in a decision that they themselves consider sub-
optimal for the patient. This barrier can be overcome if the clinician verifies that
the patient has understood all the pros and cons of the choice — and when the
physician truly understands the values and preferences that make this decision
the right one for this patient (chapter 7) *”. This is both challenging and valuable:
SDM is rewarding for clinicians because they will find they bond better with their
patients, share rather than carry responsibility for decisions, and feel patients are
more engaged, satisfied, and equal ™. Working as a team to improve SDM encour-
ages them to reconsider their team collaboration. In times of increasing demand
for healthcare and high rates of burnout, depressive symptoms, and suicide risk
among clinicians, the positive effect of human connection offers great potential
for making healthcare more sustainable .

Do not forget the system

While the ethical necessity of SDM is compelling, and it makes sense to give SDM
a key role in a value-driven economic sector such as healthcare, more is needed to
make SDM the norm %1 It is precisely the daily interaction between clinicians and
patients that can be the promising starting point for modernizing our healthcare
system: a high-quality decision-making process then forms the basis for designing
care pathways, establishing supportive health information, adjusting financial in-
centives, and delivering only care with added value . If one has the patience for
a long-term perspective on SDM, the contextual barriers and facilitators involved
emerge, and can be influenced to improve SDM adoption .

A potentially valuable development in this is the call for the use of patient-reported
outcome information (PROMs) as it can depict relevant outcomes and consequenc-
es of decisions to the patient #%. Little is yet known about the use of PROMs as part
of SDM in the medical encounter ¥4, However, it is essential that PROMs be used
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to strengthen the SDM process, especially the use of patient values, rather than
falling into the trap of providing (too) complete numerical information while not
knowing what really matters to the patient.

Five years after the recommendations of frontrunners on accelerating SDM
adoption were published ¥, we follow up on this: (1) For organisations or teams
that are (still) showing little SDM adoption, small, flexible teams, experienced in
working with an SDM implementation toolbox, can be deployed to provide atailored
boost to practice with temporary additional support. (2) In addition, proven inter-
ventions should be embedded by default, as part of training, education, and collab-
oration of (teams of) clinicians. (3) Finally, government, health insurers, patient
and professional organizations must monitor progress and continually remove
barriers to achieving a system of care that is both patient-centred and sustainable.

Some critical comments

We have tried to do our research work as close as possible to daily reality, because
that is where SDM takes place and when its application can be improved. This
choice also has cons. We relied on observations using the OPTION-instrument,
which has a limited number of categories and is sensitive to the interpretation
of the rater ®2. Second, our measurements were not blinded, relatively highly
motivated clinicians were included, and we waived a control group. Third, we
did not measure nonverbal behaviour, even though this is important in commu-
nication ®%, In addition, it meant less focus on how patients and clinicians could
improve decision-making activities outside of clinical encounters. Fourth, it was
disappointing that measuring improvements in patient-perceived involvement in
SDM appeared difficult®®, although others had similar experiences.

Both educational principles and implementation theory were used '>'\. This made
our approach systematic. On the other hand, working with the MIDI-framework
might suggest that all implementation levels (1. the concept of SDM, 2. clinician
and/or patient, 3. organisational context and 4. socio-political context) and taking
into account all 29 identified factors that affect implementation seem (equally)
important ™. However, in the context of a predominantly behavioural innovation
such as SDM, very different from a technically driven innovation such as a new
drug, the user perspective may dominate the other levels of implementation.

With an inclusive approach to everyone who wanted to promote SDM, and by
actively transferring our research findings and tools, we tried to maximize our
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reach: we included teams from 20 hospitals (>25% of Dutch hospitals). Mostly,
however, we worked with a single team and we (and the effects?) were there as
long as the project lasted. The question remains how to accelerate the scaling up?
And how to guarantee sufficient depth in that scaling up: SDM must not become a
passing creed, but a lasting need: it is an art of performing that requires optimal
conditions at all levels of implementation. This also requires patience.

Implications for future research

Even though knowledge about, and experience with the implementation of SDM
has increased considerably in the past ten years, several knowledge gaps remain
in this area.

Afirstpoignant questionis howa (Dutch) healthcare system can adapt more quickly
and adequately to the changes that appear necessary for greater adoption of SDM
in daily practice. For example: SDM causes shifts in work between professional
groups and care domains »**%] between a surgeon and nurse, or between general
practitioners and the hospital. Incidentally, these are shifts that policymakers are
welcoming, as exemplified by the latest ‘integral care agreement’ (‘Passende zorg’)
as issued by the Dutch healthcare stakeholders B,

Further research is also needed into the sustainability of improvements in SDM
application. In our studies, we were able to extend the interval between interven-
tion and measurement of SDM behaviour to 4-6 months. However, little is known
about which factors help make these results sustainable in the long term and how
they interact. For example, adjusting care pathways can play an important role.
How can this be supported efficiently, while healthcare is more and more provided
through multidisciplinary teams? And how to empower patients, especially the
less health-literate groups who may need extra or different support? How sustain-
able is the effect of repeated blended training, including providing immediate
feedback, over longer time periods 37?

Another area of research relevant to scaling up SDM is the relationship between
time and SDM. Several aspects are relevant: Do well-trained clinicians gain
long-term (consultation) time after adopting SDM skills (chapter 8) ®¥1? And does a
time investment in patient communication reduce time later in the process? Next,
little research has been done on when and why patients need time to reflect on
difficult decisions, such as through time-outs. Since time is precious to both parties
and the question arises how this preciousness can be met to result in maximum
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added value to the patient’s life, evidence is needed on how patients and clinicians
spend time on decision-making activities outside of clinical encounters .

The last area needing further exploration is the perspective of clinicians on their
own professional role and the place of SDM in it. Clinicians reported having diffi-
culty “letting go of their patient” when approaching a decision they consider sub-
optimal for him or her. To make healthcare effective and sustainable, it is essential
to build an attractive and rewarding workplace by ensuring that well-trained cli-
nicians can align with their motivations. SDM offers opportunities for this 28, We
also found interesting leads in that direction ), but still little is known about how
this potential can be fully exploited.

To conclude: a prediction

In the Dutch context, substantial work has been done as to the implementation
of SDM B0, Tt is to be applauded that since the mid-2010s, the Dutch Ministry of
Health has made SDM a policy priority and has allocated significant resources
to promote implementation. Patient organisations and an increasing number of
clinicians and healthcare insurers are supporting the culture change needed to
make SDM the norm for decision-making. In 2020, SDM has been legally anchored
in the updated Medical Treatment Contracts Act (WGBO) ¥,

At its core, research has shown that effective design of an implementation process
for applying SDM is theory-based, multilevel, and adaptable to the challenges of
both teams as a whole and individual clinicians. It is now essential that SDM im-
plementation remains an inclusive process that binds clinicians and patients by
addressing them in terms of intrinsic motivation and allowing them to personally
experience the added value of SDM #%. SDM must maintain ‘depth’ it is a valuable
and fragile process that requires equal input from both people who want to reach
a decision together, with maximum added value for the patient. Also, SDM is not
about who takes the decision, but the process of arriving at this decision #2. At
the same time, we need to further expand the indication for application of SDM -
further away from application only to medically equivalent decisions (equipoise),
like monitoring cancer recurrence as a suitable situation for SDM . Investments
will be needed to address SDM challenges, such as tailoring it to intercultural
changes in society and vulnerable groups (“precision SDM” ¥).

This is not easy. It seems that the SDM implementation and our healthcare system
imprison each other: the system hinders the routine upscaling of SDM and the
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incomplete implementation of SDM is obstructing the necessary evolution of the
healthcare system. The Dutch government itself has concluded that in the public
sector there is too much complexity in legislation and regulations, in the way
processes are organised, in the accumulation of policies and in IT systems .
Employees report a lack of space for professional leadership to work on adding
social value, too many rules, and a poor learning climate 7. At a time when the
labour shortage becomes visible, and absenteeism is high, precious time must be
spent optimally and reimbursement must support SDM rather than interventions.

To do so, strengthening clinical leadership is essential. A prerequisite for this is
that clinicians are given room for ensuring stronger relationships with clients,
for peer learning and for deliberation. We invest up to 12 years in the education
of clinicians, and then overload them with (partly meaningless “¥) work that
leaves no time for learning and development. Consequently, time for learning is
shifting to outside working hours or to conferences that function as a refuge for
colleagues who are in the same boat. The signal being sent is that investing time
in improving communication, the part of the job that requires evolving expertise
most to achieve customized care and to handle changes due to social and techno-
logical developments, is not important. On the contrary, career-long learning at
local, regional, and national levels is desperately needed. Let us restore trust in cli-
nicians and patients by asking them to be accountable (horizontally) to each other
rather than (vertically) to managers and policy makers who are far away from the
daily delivery of care and the process of SDM. In return, clinicians have to take re-
sponsibility in embedding SDM: in their daily work, guidelines ¥, and training .

Imagine!

Let us decide together that SDM is challenging, but fun, and normal. Our future
healthcare will then be based on effective, well-organised and patient-driven
decisions. In the medical universe, supported by an interprofessional team, the
patient is really at the centre. Because SDM potentially leads to sustainable care in
which patients experience greater autonomy, their emotions and rationality can
be better balanced, but sincere attention is also needed when they are vulnera-
ble. The paradox here is that we need to take time to gain time: by making it the
norm to discover together how intrinsic motivation leads to better outcomes. It
then appears that more care is not always better. As positive side effects, clinicians
become happier, and the healthcare system becomes less complex and less based
on distrust. With the added bonus, not to be confused with a motive for efficien-
cy gains, of a 10-20% lower demand for care B+%%5. All we need to do is to work
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towards equity and equality as pillars for strengthening the autonomy of those
affected by disease and those who have made it their mission to help them: equity
to respond to the differences between people and especially those who are particu-
larly vulnerable. And equality to cherish that a decision-making process will only
lead to high-quality care if two people, each with their own expertise, are able to
authentically meet each other.
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Summary

Chapter 1: Introduction; SDM needs implementation

Although in current practice a certain degree of shared decision-making (SDM)
already takes place, there is general agreement that it is good to apply more from
an ethical and quality perspective. Applying SDM requires the understanding that
every patientis different and needs atailored approach based on an individuals’ cir-
cumstances to achieve the desired level of SDM (equity’). It is important to realize
that people are vulnerable when confronted with an (oncological) disease. This
might hinder an equal cooperation of clinician and patient, meaning that individ-
uals are considered equal as people regardless of their circumstances (‘equality’).

In practice, several challenges arise in the application of SDM. Knowing that SDM
is an effective way of making decisions together with patients does not mean that
it is automatically applied in clinical practice. To enhance the application of SDM,
implementation science can be used, an effective and organised effort to strength-
en the day-to-day application.

SDM can be particularly valuable in the oncology setting as the diagnosis of cancer
brings emotional distress. This affects the patient’s information recall and deci-
sion-making process. Moreover, treatment choices and cancer mortality rates
vary significantly by educational level. Given that positive effects of SDM are also
reported in oncology, and observations of consultations in multiple cancer care
settings show considerable room for improvement, the aim of this thesis is to in-
vestigate promising implementation approaches to boost the uptake of SDM in
healthcare.

The following question is central to this thesis: what are contributing factors to a
wider adoption of (a process of) shared decision-making in healthcare?

Chapter 2: National approach to SDM implementation

In a qualitative investigation 43 interviews with frontrunners in the application
of SDM were organised to elicit perceived barriers to and facilitators of a national
SDM implementation agenda. The selected frontrunners were patients, clinicians,
policy makers from different healthcare sectors. The interviews were followed-up
by focus group discussions to prioritize strategies to implement SDM in daily
practice. Determinants for change were addressed at four implementation levels:
(1) the concept of SDM, (2) clinician and/or patient, (3) organisational context and
(4) socio-political context.
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Four strategies were proposed to scale up SDM: 1) stimulating intrinsic motivation
among clinicians via an integrated programmatic approach, 2) training and im-
plementation in routine practice, 3) stimulating the empowerment of patients, 4)
creating an enabling socio-political context.

Interesting to note was that clinicians argued that applying SDM potentially makes
their job more rewarding. They suggested to redesign daily practice ground-up
to allow for alignment with each clinical context. This also makes it possible to
integrate the different steps of SDM in their clinical pathways in a way that is sup-
portive to better explore patient values and offer time to reflect on whatisimportant
to them. This also demands a team-oriented approach in which the organisation
and the socio-political context are helpful. Fragmented but promising initiatives
need to be coordinated to inspire the next group of followers.

Chapter 3: Implementation programme breast
cancer

Six breast cancer teams from hospitals in the Utrecht Region participated in a mul-
tilevel implementation programme that supported them to apply SDM with newly
diagnosed breast cancer patients that face or neoadjuvant systemic treatment
or surgical treatment: lumpectomy (normally with radiation) or mastectomy
(normally without radiation). The study evaluated whether the implementation
programme enhanced the level of SDM behaviour of clinicians observed in con-
sultations.

In a before-after design, 139 audio recordings of consultations were made (80
before and 59 after implementation) and analysed using the five-item Observing
Patient Involvement in Decision-Making (OPTION-5) instrument to assess whether
clinicians adopted new behaviour needed for applying SDM.

The mean OPTION-5 scores, increased from 38.3 at baseline to 53.2 year after im-
plementation on a 0-100 scale, (mean difference (MD) 14.9). Patients perceived
level of SDM, measured with the nine-item Shared Decision-Making Question-
naire (SDM-Q-9) were high and showed no significant changes (91.3 versus 87.6).
It did not lead to an increase in either consultation time or mean number of con-
sultations. The implementation design was tailored to each team’s needs to evoke
social support within the team to improve one another’s behaviour, as well as the
intrinsic encouragement needed for sustainable behavioural change. Providing
time-out for patients was an explicit element of the implementation programme.
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The multilevel implementation programme appeared effective and useful in the
context of daily care, as five of the six hospital teams involved were able to partici-
pate fully in the programme while continuing their regular clinical care.

Chapter 4: Working mechanisms of the
implementation programme in breast cancer

Five breast cancer teams that offer systemic treatment to breast cancer patients
participated in the adapted multilevel SDM implementation programme that was
tested in six other teams for the surgical phase (chapter 3).

Breast cancer patients qualifying for (neo)adjuvant systemic treatment were
included in a multicentre before-after study. Consultations were audio recorded
between June 2018 and July 2019 and analysed using the five-item Observing Patient
Involvement in Decision-Making (OPTION-5) instrument to score SDM application
by clinicians. The Shared Decision-Making Questionnaire (SDM-Q-9) was used to
rate patients’ perceived SDM level. Consultation duration, decision types, number
of options discussed and consultations per patient were monitored. Regression
analysis was used to investigate the correlated variables and programme compo-
nents.

The mean OPTION-5 scores increased from 33.9 (n = 63) before implementation to
54.3 (n = 49) after implementation (p < 0.001). The SDM-Q-9 scores did not change:
91.1 (n = 51) at baseline versus 88.9 (n = 23) after implementation (p = 0.81). Without
increasing consultation time, clinicians discussed more options after implemen-
tation. The regression analysis showed that exposure to the implementation
programme, redistribution of tasks and discussing feedback from consultations
was associated with a higher level of SDM.

The multilevel programme helped clinicians achieve clinically relevant improve-

ment in SDM, especially when it is tailored to (individuals in) teams and includes
(e-)training, discussing feedback on consultations and redistribution of tasks.
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Chapter 5: Clinicians’ perceptions regarding
implementation programme

The multilevel implementation programme that was applied to 11 hospital teams
in two projects (6 teams: surgical phase breast cancer and 5 teams: systemic
treatment), was evaluated among the participating clinicians. Key factors for
effective implementation were included in the programme for which the ‘Meas-
urement Instrument for Determinants of Innovations-model’ (MIDI) was used as
a theoretical framework programme. In a mixed-method design, descriptive sta-
tistics were used for surveys and thematic content analysis for semi-structured in-
terviews.

Twenty-eight clinicians participated in the questionnaire (response 42%). These
clinicians reported that the programme supported adoption of SDM in their
practice and that they perceive SDM as very relevant to breast cancer care. Limited
financial means, time constraints and concurrent activities were frequently
reported barriers.

The 21 clinicians who were interviewed indicated that they very much appreci-
ate the use of a 4-step SDM model having a fixed structure to fall back on during
consultations, especially when it is reinforced by practical examples, handy
cards, feedback, and training. This enabled them to internalize SDM theory in the
sense that it helped them to translate the theory into their own situation, using
existing skills and testing new skills. Clinicians experienced positive results for
their patients and themselves (e.g., better structured and more interesting consul-
tations). Task re-assignment in the team and flexible outpatient planning to allow
for reflection time for patients, reinforce sustainable change. Patient involvement
was valued.

Chapter 6: SDM and consultation time

Clinicians perceive a limited consultation duration or their concern that SDM may
result in a prolonged consultation duration, as an important barrier to applying
SDM. This systematic review and meta-analysis describe whether increased levels
of SDM affect consultation duration and investigated which intervention charac-
teristics involved.

Studies up to December 2021 were systematically searched in MEDLINE, EMBASE,
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CINAHL and the Cochrane library. Sixty-three studies were selected of interven-
tions that increased at least one SDM-outcome, and measured consultation time:
28 randomized clinical trials, 8 quasi-experimental studies, and 27 cross-sectional
studies.

Overall pooling was not possible due to substantial heterogeneity. After the SDM
interventions, changes in mean consultation durations ranged between 11:30
(min:sec) shorter to 13:36 longer than before the intervention. In 24 of the 26
included RCT’s (88%) and 6 of the 7 quasi-experimental studies (86%) this difference
in consultation duration was less than 3 minutes (total mean was 24;13). Reduced
consultation times (2 studies) or no difference (26 studies) was found more often
than increased durations (7 studies). Significant increased consultation times were
observed among interventions that: 1) targeted clinicians only, 2) were performed
in primary care settings, 3) used a group format, and 4) were not theory-based.
Follow-up intervals were short, and only one study reported about indications for
atraining effect on consultation time.

There is no evidence that applying SDM increases consultation duration. The-
ory-based multilevel implementation is advised as it is possibly associated with
reduced consultation times.

Chapter 7: Perceptions of cancer patients about SDM

This study aimed to find out to what extent (former) cancer patients receive SDM
and what they preferred while making decisions with their clinician. The internet
questionnaire asked respondents about whether or not essential SDM topics were
discussed, such as talking about therapy options, treatment consequences, and
personal priorities, and what they would have wanted.

The Dutch Federation of Cancer Patient Organisations distributed an online
questionnaire in 2018 that was filled in by 3254 (former) cancer patients. Their
mean age was 62.1 + 11.5; 55% were female. Discussing the option to choose no
(further) treatment was rated by 2751 (84.5%) as very important. Its occurrence
was perceived by 28% (N = 899), and short- and long-term treatment consequences
were discussed in 81% (N = 2626) and 53% (N = 1727) of the patients, respectively.
An unmet wish to discuss short- and long-term consequences was reported by 22%
and 26%, respectively. Less than half of the (former) cancer patients perceived that
personal priorities (44%) and future plans (34%) were discussed.
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Despite methodological limitations of the study, this study suggested that essential
elements in the SDM process are insufficiently experienced in cancer treatment
decision making. This includes the perception of a treatment choice, awareness
of treatment options and their consequences, and weighing options in the light of
personal values. Particularly, in the perception of patients, the option to choose
no (further) treatment and long-term consequences for daily life is insufficiently
discussed.

Chapter 8: Trial protocol for an individual SDM
training programme

As the implementation of SDM in oncology care is challenging and training clini-
ciansisknown to be an effective means of improving SDM, a training programme is
developed. In this study protocol, the design of this individual digital SDM training
programme is described, using the concept of deliberate practice, to allow for the
provision of immediate feedback, time for problem-solving and evaluation, and
opportunities for repeated performance to refine behaviour. Recent efforts (see
chapter 2, 3 and 5) indicate that feedback from observations of consultations is
promising to improve SDM competencies. As deliberate practice supports teaching
that is focused on the motivation and self-directed learning, digital coaching and
constructive feedback is added to the programme.

In this multicentre, single-blinded randomized clinical trial oncology clinicians
of 12 Dutch hospitals participate. They record 3 decision-making processes with 3
different oncology patients. Clinicians in the intervention group receive: e-learn-
ing, feedback reports, a self-assessment and defining 1 to 3 personal learning
questions, and face-to-face coaching. Clinicians in the control group do not receive
the intervention until the end of the study. The primary outcome is the extent to
which clinicians involve their patients in the decision-making process, as scored
using the Observing Patient Involvement-5 instrument. As secondary outcomes,
patients will rate their perceived involvement in decision-making, and the duration
of the consultations will be registered. Patients are involved in the design and im-
plementation of the study.

Registration was obtained on August 03, 2021. The ethical review board provided

approval. Recruitment and data collection are expected to be completed by July
2023.
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Chapter 9: Discussion

This dissertation contributed to the body of knowledge on the implementation of
SDM in daily practice. Promising multilevel programs, co-designed with clinicians
and patients and using implementation theory, were found to increase the level of
SDV, yield positive experiences among participants, and do not lead to a signifi-
cant increase in consultation time. It led to five insights regarding SDM implemen-
tation:

1. Multilevel implementation is effective and feasible.

Training, training, training.

Learning is more important than (only) measuring.

Patients and clinicians are merely humans.

Do not forget the system.

oW

This thesis did not answer all implementation questions. We need to gain more
knowledge on how healthcare systems can adapt better to the changes necessary
for SDM adoption. The sustainability of improvements and patient empower-
ment in the less health-literate, intercultural and vulnerable groups need further
attention, to nurture the process of equity.

Clinicians must take the lead in integrating SDM into daily care: giving them room
for ensuring stronger relationships with clients, peer learning and deliberation,
is essential. Let us decide together that SDM is challenging, fun, and normal. By
making it the norm that clinical teams and patients and family discover together
the decisions that fit best. Clinicians become happier, and the healthcare system
becomes less complex and less based on distrust. All we need to do is to work
towards equity and equality as pillars for strengthening the autonomy of those
affected by disease and those who have made it their mission to help them: equity
to respond to the differences between people and those who are particularly vul-
nerable. And equality to cherish that a decision-making process will only lead to
high-quality care if two people, each with their own expertise, are able to authen-
tically meet each other.
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Nederlandse samenvatting

Speak only if it improves upon the silence

(Mahatma Gandhi, politician (1869-1948))

GEWELDIG NEE Her
ToCH Zo'N
ENTHOU SIASTE IS PEPOKTER!
PATIENT...
=) NS
‘ )



Chapter 11

222



Samenvatting

Hoofdstuk 1: Introductie; Samen beslissen vereist
implementatie

Hoewel er in de huidige praktijk een zekere mate van samen beslissen (SB) plaats-
vindt, is er overeenstemming dat het vanuit ethisch en kwaliteitsperspectief nuttig
is om het meer toe te passen. Dit vereist het begrip dat elke patiént anders is en een
aangepaste benadering nodig heeft op basis van individuele kenmerken om het
gewenste niveau van SB te bereiken (‘equity’). Mensen zijn kwetsbaar wanneer ze
geconfronteerd worden met een (oncologische) ziekte. Dit kan een gelijkwaardig
partnerschap tussen clinicus en patiénten - dat individuen als mensen als gelijk
worden beschouwd ongeacht hun omstandigheden (‘equality’) - in de weg staan.

In de praktijk doen zich verschillende uitdagingen voor bij de toepassing van SB.
De wetenschap dat SB een effectieve manier is om samen met patiénten beslissin-
gen te nemen, betekent niet dat het automatisch wordt toegepast. Om dit te verbe-
teren, kan implementatiewetenschap worden gebruikt: een effectieve en planma-
tige inspanning om de dagelijkse toepassing van een vernieuwing te versnellen.

SB kan vooral waardevol zijn in de oncologische zorg omdat de diagnose kanker
(veel) emoties met zich mee kan brengen. Dit beinvloedt de mate waarin de patiént
informatie kan verwerken en ook het besluitvormingsproces. Bovendien verschil-
len de behandelkeuzes voor kanker en de sterftecijfers aanzienlijk per opleiding-
sniveau. Aangezien positieve effecten van SB ook worden gerapporteerd in de
oncologie, en observaties van consulten voor verschillende soorten kanker sig-
nificante ruimte voor verbetering laten zien, is het doel van dit proefschrift om
kansrijke implementatiebenaderingen te verkennen om zo de adoptie van SB in de
zorg te stimuleren.

De volgende vraag staat centraal in dit proefschrift: wat zijn bevorderende factoren
voor bredere adoptie van (een proces van) samen beslissen in de gezondheidszorg?

Hoofdstuk 2: Landelijk implementatie aanpak

Een kwalitatief onderzoek werd uitgevoerd, waarin 43 voorlopers in de toepassing
van SB werden geinterviewd om belemmeringen en bevorderende factoren van
een nationale aanpak voor de implementatie van SB te ontwikkelen. De voorlopers
waren patiénten, zorgverleners en beleidsmakers uit diverse zorgsectoren. Na de
interviews werden via focusgroepen prioriteiten voor het bevorderen van de toe-
passing van SB in de dagelijkse praktijk, bepaald.
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Factoren die de verandering kunnen beinvloeden, kwamen aan de orde op vier
implementatieniveaus: (1) het concept van SB, (2) gedrag van de zorgverlener en/
of patiént, (3) de organisatorische context en (4) de sociaal-politieke context. Er
werden vier strategieén voorgesteld om SB op te schalen: 1) het stimuleren van
intrinsieke motivatie bij zorgverleners via een programmatische aanpak, 2)
uitvoeren van training en implementatie in de dagelijkse praktijk, 3) het stimu-
leren van de empowerment van patiénten, 4) het creéren van een stimulerende
sociaal-politieke context.

Interessant was dat zorgverleners ervaarden dat toepassing van SB hun werk meer
(be)lonend maakt. Ze stelden voor om hun werk vanaf de basis op te bouwen met SB
als belangrijk onderdeel. Zo kunnen ze SB inbouwen in de eigen werkwijze, door
de 4 stappen van SB een plek te geven in de klinische paden die teams gebruiken:
Er kan plaats gemaakt worden om de waarden en voorkeuren van patiénten beter
te bespreken en tijd te bieden om na te denken over wat voor hen belangrijk is. Dit
vraagt om een team-aanpak waarbij de organisatie en de sociaal-politieke context
vooral moeten kijken hoe ze helpend kunnen zijn aan de praktijk. Het advies is
ook om veelbelovende maar gefragmenteerde initiatieven te coérdineren om de
volgende groep volgers te inspireren.

Hoofdstuk 3: Helpt een implementatieprogramma
borstkanker om te komen tot meer samen beslissen

Zes borstkankerteams van ziekenhuizen in de regio Utrecht namen deel aan een
implementatieprogramma. Dit was bedoeld om hen te ondersteunen om SB in de
praktijk (meer) toe te passen bij vrouwen met borstkanker die een keuze moeten
maken tussen systemische behandeling voor een borstoperatie, een borstsparen-
de operatie met bestraling of borstamputatie (normaal zonder bestraling). Het
bieden van time-out (bedenktijd) aan patiénten was een expliciet onderdeel van
het programma en de aanpak kon op maat voor elk team worden ingericht.

In de studie werd geévalueerd of SB tijdens consulten meer werd toegepast na de
implementatie. In een voor-na-studie werden 139 audio-opnames van consulta-
ties gemaakt (80 voor en 59 na implementatie) en geanalyseerd met het Observing
Patient Involvement in Decision-Making (OPTION-5) instrument om te beoordelen
of clinici gewenst gedrag op het gebied van SB tijdens hun consulten toepasten.

De gemiddelde OPTION-5-score, steeg van 38,3 voor tot 53,2 na implementatie
op een schaal van 0-100 (gemiddeld verschil (MD) 14,9). Het door de patiénten
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ervaren niveau van SDM, gemeten met de Shared Decision-Making Questionnaire
(SDM-Q-9) was hoog en vertoonde geen significante verbetering (91,3 versus 87,6).
Ook de duur van en het aantal consulten in de nameting toonde geen significant
verschil.

Het implementatieprogramma bleek effectief en uitvoerbaar in de context van
de dagelijkse zorg, aangezien vijf van de zes betrokken ziekenhuisteams volledig
konden deelnemen aan het programma terwijl ze hun reguliere klinische zorg
bleven uitvoeren.

Hoofdstuk 4: Welk onderdeel van het implementatie-
programma helpt het meest?

In deze studie werd het effect van het in hoofdstuk 3 besproken multilevel SDM-im-
plementatieprogramma opnieuw onderzocht in een multicenter voor-na studie
met 5 ziekenhuisteams, nu nadat aanpassingen waren aangebracht op basis van
een (tussen)evaluatie (zie hoofdstuk 5).

Consulten van borstkankerpatiénten die in aanmerking kwamen voor systemi-
sche behandeling werden tussen juni 2018 en juli 2019 opgenomen via audio en ge-
analyseerd met het Observing Patient Involvement in Decision-Making (OPTION-
5) instrument om de mate van SDM-toepassing door clinici te scoren. De Shared
Decision-Making Questionnaire (SDM-Q-9) werd gebruikt om het door patiénten
ervaren SDM-niveau te beoordelen. Consultduur, soorten beslissingen, aantal
besproken opties en consulten per patiént werden gemonitord. Regressieanalyse
werd gebruikt om te kijken welke programmaonderdelen de grootste rol speelden.

De gemiddelde OPTION-5-score nam toe van 33,9 (n=63) véor implementatie tot
54,3 (n=49) na de implementatie (p<0,001). De SDM-Q-9-scores veranderden niet:
91,1 (n=51) voor versus 88,9 (n=23) na implementatie (p=0,81). Zonder dat de con-
sulttijd toenam, bespraken clinici meer opties na implementatie. De regressie-
analyse liet zien dat de mate van meedoen aan het programma, herverdeling van
taken en het bespreken van feedback uit opgenomen consulten samengingen met
het meer toepassen van SDM.

Het programma hielp clinici om relevante verbeteringen in SDM te bereiken,

vooral wanneer het is toegesneden op (individuen in) teams en (e-)training, het
bespreken van feedback op consulten en herverdeling van taken omvat.
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Hoofdstuk 5: Percepties van clinici over het
implementatieprogramma

Het implementatieprogramma dat werd doorlopen met 11 ziekenhuisteams in twee
projecten (6 teams chirurgische fase borstkanker en 5 teams systemische behande-
ling), werd geévalueerd onder de deelnemende clinici. Als theoretisch kader werd
het ‘Meetinstrument voor determinanten van innovaties-model’ (MIDI) gebruikt. Er
werden beschrijvende statistieken gebruikt voor de interpretatie van enquétes en
thematische inhoudsanalyse voor verwerking van semigestructureerde interviews.

Achtentwintig clinici vulden de vragenlijst in (respons 42%). Deze clinici meldden
dat het programma de toepassing van SB in hun praktijk ondersteunde en dat
zij SB als zeer relevant beschouwen voor de zorg aan mensen met borstkanker.
Beperkte financiéle middelen, tijdsdruk en andere gelijktijdige activiteiten waren
vaak gemelde belemmeringen.

De 21 clinici die zijn geinterviewd gaven aan dat het gebruik van een 4-stappen
SB-model hen een vaste structuur bood om op terug te vallen tijdens consulten,
zeker als dit wordt versterkt door praktijkvoorbeelden, handige ‘spiekkaartjes’,
feedback en training. Dit stelde hen in staat om de SB-theorie te internaliseren: het
hielp hen de theorie te vertalen naar hun eigen situatie, bestaande vaardigheden
te gebruiken en nieuwe vaardigheden te testen.

Clinici ervaren voordelen van SB voor hun patiénten en zichzelf (bijvoorbeeld
beter gestructureerde en interessantere consulten). Taakherschikking in het team
en flexibele poliplanning om patiénten bedenktijd te kunnen aanbieden, verster-
ken duurzame toepassing van SB. Betrokkenheid van patiénten in het implemen-
tatieprogramma werd gewaardeerd.

Hoofdstuk 6: SDM en duur van consulten

Bezorgdheid van clinici dat SB leidt tot langere consultduren, zijn belemmerend
voor het toepassen ervan. In deze meta-analyse en systematische review is onder-
zocht of de consultduur verandert indien er meer SB plaatsvindt en wat kenmerken
zijn van interventies die hierbij toegepast zijn.

Er werd systematisch gezocht naar experimentele en cross-sectionele studies
tot december 2021 in MEDLINE, EMBASE, CINAHL en de Cochrane-bibliotheek.
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Drieénzestig studies waarin de consultduur werd gemeten én de interventie(s) ten
minste op één SB-uitkomst voor een verbetering zorgden, werden geselecteerd: 28
gerandomiseerde studies (RCT’s), 8 quasi-experimentele studies en 27 cross-secti-
onele studies.

Door de verschillen in de opzet van de studies was het niet mogelijk om met een
meta-analyse te bepalen of de consultduur door SB veranderd was. Na de inter-
ventie bleek de gemiddelde consultduur 11:30 (min:sec) korter tot 13:36 langer te
zijn. In 24 van de 26 gerandomiseerde studies (RCT’s) (88%) en in 6 van de 7 qua-
si-experimentele onderzoeken (86%) was het verschil minder dan 3 minuten (op
gemiddeld 24;13). Een verkorte consultduur (2 studies) of geen significant verschil
(26 studies) kwam vaker voor dan een langere consulttijd (7 studies). Interventies
die: 1) alleen op clinici waren gericht, 2) werden uitgevoerd in de lelijn, 3) op een
groep gericht waren en 4) niet theoretisch waren onderbouwd, leidden tot signifi-
cant langere consulttijden. De follow-up duur in de studies was kort, en slechts één
studie liet een tijdelijk effect op de consulttijd van training zien.

Er is geen bewijs dat SB toepassen de consultduur verlengt. Op theorie gebaseerde
multilevel implementatie, die ook ruimte maakt voor training en de aanpassing
van werkprocessen verlaagt het risico op hogere consultatietijden.

Hoofdstuk 7: Percepties van kankerpatiénten over SB

Dit onderzoek was bedoeld om erachter te komen in welke mate (ex-)kankerpati-
enten SB ervaren bij het nemen van beslissingen met hun zorgverlener en welke
wensen ze daarin hebben. In een internetenquéte werd respondenten gevraagd of
essenti€le SB-onderwerpen al dan niet werden besproken, zoals het praten over
therapie-opties, behandelconsequenties en persoonlijke wensen, en wat ze zouden
hebben gewild.

De Nederlandse Federatie van Kankerpatiéntenorganisaties (NFK) heeft in 2018
een online vragenlijst verspreid die is ingevuld door 3254 (ex-)kankerpatiénten.
Hun gemiddelde leeftijd was 62,1 + 11,5 jaar; 55% was vrouw. Het bespreken van
de mogelijkheid om geen (verdere) behandeling te kiezen werd door 2751 (84,5%)
als (zeer) belangrijk beoordeeld. De ervaring dat dit heeft plaatsgevonden werd
door 28% bevestigd (N=899). De gevolgen van de behandeling op korte en lange
termijn werden besproken in respectievelijk 81% (N=2626) en 53% (N=1727) van de
patiénten. Een onvervulde wens om de gevolgen van de keuzes op korte en lange
termijn te bespreken werd gemeld door respectievelijk 22% en 26%. Minder dan
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de helft van de (ex-) kankerpatiénten vond dat persoonlijke prioriteiten (44%) en
toekomstplannen (34%) werden besproken.

Ondanks methodologische beperkingen van de studie, lijken essentiéle elementen
bij het nemen van beslissingen in het SB-proces door (ex-)patiénten onvoldoende
ervaren te zijn. Denk hierbij aan of patiénten zich bewust zijn van het feit dat er
behandelkeuze is, de korte en lange termijn consequenties daarvan, en afwegin-
gen in het licht van persoonlijke waarden. Volgens patiénten mag er meer worden
ingegaan op de mogelijkheid om geen (verdere) behandeling te kiezen en op lange
termijn gevolgen voor het dagelijks leven

Hoofdstuk 8: Studie protocol voor een individueel
SB-trainingsprogramma

Omdat het trainen van clinici een effectief middel is in de uitdaging om imple-
mentatie van SB in de oncologische zorg te realiseren, is een trainingsprogram-
ma ontwikkeld. Recent onderzoek (zie hoofdstuk 2, 3 en 5) geeft aan dat feedback
op observaties van consulten veelbelovend is om SB-vaardigheden te verbeteren.
In dit studieprotocol wordt het ontwerp van deze individuele digitale SB-training
beschreven, volgens het concept van ‘Deliberate practice”: Het bieden van een
leerproces met directe feedback, oplossingen bedenken en testen, evaluatie, en
herhaalde toepassing hiervan om gedrag te verfijnen. Omdat ‘Deliberate practice’
motivatie en zelfgestuurd leren ondersteunt, zijn digitale coaching en feedback in
het trainingsprogramma toegevoegd.

In deze multicenter, enkelblinde gerandomiseerde klinische trial, nemen clinici
van 12 ziekenhuizen deel. Elke deelnemer neemt consult(en) op van 3 SB-pro-
cessen met 3 patiénten. Clinici in de interventiegroep ontvangen een e-learning,
schriftelijke feedback en persoonlijke coaching, doen een zelfevaluatie en defi-
niéren 1-3 persoonlijke leervragen. Clinici in de controlegroep krijgen dezelfde
interventie aan het einde van het onderzoek. De primaire uitkomstmaat is de mate
waarin clinici patiénten in SDM betrekken, gescoord met het Observing Patient
Involvement-5 (OPTION-5) instrument. Secondaire uitkomstmaten zijn de door de
patient ervaren betrokkenheid in besluitvorming (SDMQ-9), en consultduur.

Deze studie werd retrospectief geregistreerd op 3 augustus 2021. Medisch ethische
goedkeuring werd verkregen. Patiénten(vertegenwoordigers) zijn betrokken in het
ontwerp en de uitvoering van de studie. De inclusie van deelnemers loopt naar
verwachting tot juli 2023.
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Hoofdstuk 9: Discussie

Dit proefschrift heeft bijgedragen aan de kennis over de implementatie van SB in
de dagelijkse praktijk. Veelbelovende multilevel programma’s, ontworpen met
clinici en patiénten met gebruik van implementatietheorie, bleken het niveau van
SB te verhogen, positieve ervaringen onder deelnemers op te leveren en niet te
leiden tot een significante toename in consulttijd. Het leidde tot vijf inzichten over
SB-implementatie:

1. Multilevel implementatie is effectief en haalbaar.

Training, training, training.

Leren is belangrijker dan (alleen) meten.

Patiénten en clinici zijn ook maar mensen.

Vergeet het systeem niet.

@GR W

Dit proefschrift heeft niet alle implementatievragen beantwoord. Meer kennis is
nodig over hoe zorgsystemen zich beter kunnen aanpassen aan de veranderingen
die nodig zijn om SB te implementeren. De borging van verbeteringen en empower-
ment van patiénten in minder gezondheidsvaardige, interculturele en kwetsbare
groepen hebben meer aandacht nodig om het proces van equity te versterken.

Clinici moeten de leiding nemen om SB te integreren in de dagelijkse zorg: het is
essentieel dat zij de ruimte krijgen om sterke relaties met cliénten op te bouwen, te
leren van elkaar en voor reflectie. Laten we samen besluiten dat SB uitdagend, leuk
en normaal is. Door het de norm te maken dat klinische teams en patiénten en hun
families samen beslissingen ontdekken die het beste passen. Clinici worden geluk-
kiger en de gezondheidszorg minder complex en minder gebaseerd op wantrou-
wen. Het enige wat we moeten doen is werken aan equity en equality als pijlers
voor het versterken van de autonomie van degenen die getroffen zijn door ziekte
en degenen die het tot hun missie hebben gemaakt om hen te helpen: equity om
rekening te houden met de verschillen tussen mensen en degenen die bijzonder
kwetsbaar zijn. En equality om te koesteren dat een besluitvormingsproces alleen
zal leiden tot zorg van hoge kwaliteit als twee mensen, elk met hun eigen expertise,
elkaar op authentieke wijze kunnen ontmoeten.
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The slow one now

Will later be fast

As the present now

Will later be past

The order is rapidly fadin’

And the first one now

Will later be last

For the times they are a-changin’

(From The Times They Are A-Changin’, Bob Dylan)
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Dankwoord

Dit proefschrift is de uitkomst van een interessant proces, in ieder geval voor
mijzelf. In de loop van twintig jaar werken in de praktijk (waarover later meer),
groeide langzaam de behoefte om onderzoek in, met en voor die praktijk doen.
Dat plan nestelde zich in mijn hoofd en in 2015 raakte ik aan de praat met Carina
Hilders en Dirk Ubbink, die er beiden direct een uitdaging in zagen om mij te
begeleiden. Het werd een onderzoek naar het versnellen van de toepassing van
‘samen beslissen’, waar ik uiteindelijk in 2016 mee kon beginnen en waarvan het
resultaat hier nu voor je ligt. Tijdens de training ‘How to survive my PhD?’ in 2017
kreeg ik de opdracht om mijn gedachten op papier te zetten en een concreet beeld
en planning te maken van het promotietraject (zie figuur 1).

De inspiratiebron voor mijn onderzoek was en is de praktijk. Daar is het telkens
een gezamenlijke zoektocht van degenen die getroffen zijn door ziekte en degenen
die het tot hun missie hebben gemaakt om hen te helpen, om samen die afslag
te kiezen die past bij wat belangrijk is in het leven. Mijn oorspronkelijke idee

Figuur 1. Het beoogde promotietraject op één a4 (2017).
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over wat nodig is om ‘samen beslissen’ verder te brengen is overeind gebleven
en gedurende het promotietraject verdiept en verbreed. In het onderzoek en bij
de totstandkoming van dit proefschrift zijn vele mensen belangrijk geweest. Als
ik probeer volledig te zijn en iedereen zou willen bedanken, zou ik ongetwijfeld
mensen vergeten. Daarom wil ik in de eerste plaats mijn oprechte dank uitspreken
aan alle bevlogen mensen die ik heb mogen ontmoeten. Dank voor jullie hulp bij
het ontdekken van hoe ‘samen beslissen’ kan bijdragen aan een meer gelijkwaar-
dige en rechtvaardige zorg.

In mijn onderzoek vallen veel puzzelstukjes van mijn (werkzame) leven in elkaar:
bij Spierziekten Nederland mocht ik leren denken en werken vanuit het perspec-
tief van de mens met een spierziekte. Bij het CBO leerde ik dat kwaliteit in de kern
gaat over wat die patiént nodig heeft en hoe je daarin met zorgprofessionals en
stakeholders elke dag beter kan worden. Dank aan alle inspirerende collega’s
die mij daarin hielpen de passie te vinden om betekenisvol werk te doen. Nadat
deze werkomgevingen mij in sterke mate hadden gevormd, heb ik tijdens mijn
onderzoek met vele andere mensen en organisaties aan een betere kwaliteit van
zorg gewerkt en dan met name meer ‘samen beslissen”: onder wie alle collega’s
en partners die ik heb mogen ontmoeten bij Borstkankervereniging Nederland,
de Nederlandse Federatie Kankerpatiéntenorganisaties, Longkanker Nederland,
de VSOP en de Patiéntenfederatie Nederland, Aveleijn, Santeon, de Stichting
Topklinische Ziekenhuizen, de Nederlandse Vereniging voor Toezichthouders in
de Zorg, de Academie Medisch Specialisten, de Federatie Medisch Specialisten,
Oncozon, Qruxx-Kwaliteit in Zorg en ZonMw. Jullie wil ik bedanken voor fijne en
verrijkende samenwerking.

Mijn bijzondere dank gaat uit naar mijn promotoren: Carina, ik kon altijd een
beroep op je doen. Ik kijk met bewondering naar hoe je onvermoeibaar positieve
feedback geeft en naar je gevoel voor timing om op belangrijke momenten net dat
duwtje te geven zodat dingen voort kunnen gaan. Daarbij zijn je enthousiasme
voor ‘samen beslissen’ en je nieuwsgierigheid naar wat het de dagelijkse praktijk
oplevert, erg motiverend. Dat helpt om te zorgen dat ‘samen beslissen’ ook tot de
kern van het professionele vakmanschap behoort. Dirk, je bent een wetenschapper
met een open blik die zelf voortdurend verdieping zoekt en mij bovendien op een
prettige manier uitdaagt om mijn wetenschappelijke vaardigheden uit te breiden.
Een ogenschijnlijke onschuldige vraag van jou, bijvoorbeeld waarom er bij de
regressieanalyse een Beta coéfficiént gerapporteerd wordt en geen odds ratio,
betekende soms een week uitpluiswerk. Ik heb dat zeer gewaardeerd. Het maakt
me trots dat ik nu met jullie een high five kan slaan en dan wel eentje met 7 vingers
(één voor elke publicatie)!
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Mijn erkentelijkheid gaat uit naar Ellen Smets, Marie-Jeanne Vrancken Peeters
en Kees Ahaus voor het beoordelen van mijn proefschrift. Ik stel het bijzonder op
prijs dat jullie hier prioriteit aan hebben gegeven. Ook veel dank aan de overige
commissieleden Anne Stiggelbout, Tijn Kool en Arwen Pieterse. We hebben de
afgelopen jaren met elkaar en op de schouders van andere reuzen in het land
van ‘samen beslissen’, dit belangrijke thema steeds beter op de agenda kunnen
zetten. Dat juist jullie in de beoordelingscommissie wilden plaatsnemen, maakt
dat daarmee verleden, heden en toekomst (we zijn er nog niet) voor mij sterk met
elkaar verbonden raken.

Het promotieonderzoek mocht ik doen bij de Erasmus School of Health Policy &
Management (ESHPM) van de Erasmus Universiteit te Rotterdam. De ontvangst
van zowel de staf als mede-promovendi was altijd hartelijk en behulpzaam. Kees,
dat ik bij jou mochtlanden om in deze werkfase wederom met elkaar op te trekken,
was erg fijn. De uitnodiging om studenten te mogen begeleiden en met projecten
mee te denken, waardeer ik zeer. Ik hoop in de toekomst ook van betekenis voor
het ESHPM te kunnen zijn.

Uiteraard is ook de bijdrage van de diverse sponsors die aan mijn onderzoek hebben
bijgedragen van groot belang voor het mogelijk maken van dit werk. Sponsors zijn
essentieel voor het vergroten van de zichtbaarheid van ‘samen beslissen’ en een
legitimering van noodzakelijke investeringen in dit thema.

Ik prijs me gelukkig dat ik met vele goede co-auteurs aan de artikelen heb mogen
werken en vele collega-onderzoekers in het veld hebben mij direct of indirect
(en altijd hartelijk) geholpen in het denken over hoe we tot een hoger niveau van
‘samen beslissen’ konden komen. Ook de zorgprofessionals hebben mij enorm ge-
motiveerd: jullie agenda’s zijn tjokvol, maar jullie maakten wel enthousiast ruimte
voor (nog) een avondtraining. Velen hebben zich opengesteld door geluidsopna-
mes van consulten beschikbaar te stellen en door nieuw gedrag te oefenen tijdens
bijeenkomsten en trainingen. Veel van wat wij gebruiken als tips en tops is van
jullie zelf afkomstig.

Ella, Maaike, Loes, Esther, Helene, Jannie en Gijs, jullie zijn het avontuur
aangegaan om het ‘samen beslissen’ voor te gaan leven en telkens te ontdekken
waarmee patiénten en zorgprofessionals geholpen zouden kunnen zijn. Wat een
mooi plan om nu met onze School voor Samen Beslissen de lessen aan anderen
over te dragen. Ook de samenwerking met ‘mijn’ acteurs en hun enthousiasme
hierin waardeer ik enorm.

Niet elke slag is een homerun en daarom is voor mij het vinden van een veilig en
vertrouwd rustpunt een noodzaak. Mijn gesprekken, weekenden weg, diners en
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andere activiteiten met mijn fijne vrienden - vele nog uit de Maastrichtse tijd — zijn
mij erg dierbaar. Marieke, Nicole, Tuk-tuk, Pascale, Jacco, Joris, Karin, Lodewien,
Rob, Marius, Jo, Judy, beste Wils- én Van Veenendaal-familie, buren en loop- en
voetbalvrienden, ik hoop dat ik nog vaak samen met jullie op honk mag staan.

Mijn familie is mijn thuishonk van waaruit ik telkens vertrek en weer terugkeer.
Als je zeven jaar aan een proefschrift werkt en hebt bedacht dat dat best naast je
bestaande werk moet kunnen, ben je gebaat bij een thuisomgeving die je nietin de
weg zit maar zeker niet onverschillig is. Daaf en Rietje, dank dat jullie mij hebben
aangemoedigd om mijn eigen(-)aardige zelf te zijn en het nieuwe met de nodige
naiviteit tegemoet te durven treden. Het is geen toeval dat de titel van dit proef-
schrift ook de kernwaarden zijn die jullie me hebben meegegeven: gelijkheid en
rechtvaardigheid. Rietje, Derke, Jelt, Ellen en Marja, het is meer dan fijn om jullie
als moeder, broers en schoonzussen te hebben. Door jullie nuchterheid, humor en
onvoorwaardelijkheid voel ik me telkens geaard als ik bij jullie ben. Arthur, Fia,
Maartje en Ward: wat is het fijn om regelmatig met jullie te vertragen in een vaak
vogelrijke omgeving met heuvels, lekker eten en een goed gesprek.

Kasper en Jop, als vader doe ik mijn uiterste best om ook jullie die onvoorwaar-
delijkheid te bieden. Mijn ijdele hoop was dat jullie eeuwig mijn kleine oogappels
zouden blijven. Ik besef nu dat het puur geluk is om naast jullie te staan en jullie te
zien groeien. Voor mij is er niets fijner dan dat juist jullie op de ceremonie achter
me staan. En dan mijn Barrie: voor het ultieme gevoel van thuis prijs ik mij gelukkig
dat ik jou heb mogen ontmoeten. Het was en is bijzonder om te ervaren dat ik mijn
beste maatje gevonden heb om het leven te vieren: onvoorwaardelijk en gelijk-
waardig. Je haalt de goede eigen-wijsheid in mij naar boven en biedt me daarin
een verdiepend reflectief. Bij jou is zelfs het vertrekken van het honk fijn, omdat ik
immers direct na vertrek voel dat ik weer op weg ben naar thuis. Inmiddels ben ik
zo ver om te stellen dat je een minstens zo goede fikkiestoker bent als ik. Denk jij
dat een volgende doelstelling kan zijn om in het hier en nu te leven?
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better Shared Decision Making
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ing; And how do you do it?

ISPO 16th World Congress: Shared decision making in stroke reha-
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for breast cancer patients in six Dutch Hospitals
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Shared Decision Making
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«  NVCO 6th Dutch Breast Surgeons Course: Implementing Shared-de- 2020
cision Making and time-out
«  Oncozon: Shared decision-making for a tailormade treatment plan 2021

« ISDM-seminar: Implementation of SDM in the Netherlands: State of 2022
the art

- ISDM-congress: Interim results of randomized clinical trial for a 2022
novel learning intervention in oncology

« ISDM-congress: Results of a systematic review about the relation 2022
between SDM and consultation duration

«  NVMO-congres: Mini-symposium Samen Beslissen 2023

« Masterclass Genootschap Gepersonaliseerde Zorg: Embedding 2023
Shared decision-making in the workflow

« Landelijke werkbijeenkomst: Samen beslissen - zo doe je dat!: 2023
Training clinicians in shared decision-making: how do you do it?
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counseling, Digital Health, BMJ Evidence-Based Medicine

«  Member of the supervisory board of various organizations such 2016-2023
as the patient organization VSOP, and mytylschool St. Gabriel

+  Member of the editorial board of internet journal Qruxx 2016-2023

237



Chapter 12

Relevant international publications (in addition to this thesis)

1.

238

van den Berg, van Veenendaal H, de Vos M, Laout-Kole F, Blink M. Barriers and
Facilitators for Implementing Shared Decision Making in Pediatric Intensive
Care: a qualitative interview study of healthcare professionals’ perspectives.
(submitted to Pediatric Critical Care Medicine).

van Veenendaal H, Peters LJ, van Weele E, Hendriks MP, Schuurman M,
Visserman E, Hilders CGJM, Ubbink DT. Effects and Working Mechanisms of
a Multilevel Implementation Program for Applying Shared Decision-Making
while Discussing Systemic Treatment in Breast Cancer. Curr Oncol. 2022 Dec
23;30(1):236-249. doi: 10.3390/curroncol30010019.

van der Weijden T, van der Kraan J, Brand PLP, van Veenendaal H, Drenthen
T, Schoon Y, Tuyn E, van der Weele G, Stalmeier P, Damman OC, Stiggelbout A.
Shared decision-making in the Netherlands: Progress is made, but not for all.
Time to become inclusive to patients. Z Evid Fortbild Qual Gesundhwes. 2022
Jun;171:98-104. doi: 10.1016/].zefq.2022.04.029.

van Veenendaal H, Peters L], Ubbink DT, Stubenrouch FE, Stiggelbout AM,
Brand PL, Vreugdenhil G, Hilders CG. Effectiveness of Individual Feedback
and Coaching on Shared Decision-making Consultations in Oncology
Care: Protocol for a Randomized Clinical Trial. JMIR Res Protoc. 2022 Apr
6;11(4):e35543. doi: 10.2196/35543.

Kuijpers MMT, van Veenendaal H, Engelen V, Visserman E, Noteboom EA, Stig-
gelbout AM, May AM, de Wit N, van der Wall E, Helsper CW. Shared decision
making in cancer treatment: A Dutch national survey on patients’ preferences
and perceptions. Eur J Cancer Care (Engl). 2022 Jan;31(1):e13534. doi: 10.1111/
ecc.13534.

van Veenendaal H, Voogdt-Pruis HR, Ubbink DT, van Weele E, Koco L,
Schuurman M, Oskam J, Visserman E, Hilders CGJM. Evaluation of a multilev-
el implementation program for timeout and shared decision making in breast
cancer care: a mixed methods study among 11 hospital teams. Patient Educ
Couns. 2022 Jan;105(1):114-127. doi: 10.1016/j.pec.2021.05.005.

van Veenendaal H, Voogdt-Pruis H, Ubbink DT, Hilders CGJM. Effect of a
multilevel implementation programme on shared decision-making in breast
cancer care. BJS Open. 2021 Mar 5;5(2):zraa002. doi: 10.1093/bjsopen/zraa002.
van Veenendaal H, van der Weijden T, Ubbink DT, Stiggelbout AM, van Mierlo
LA, Hilders CGJM. Accelerating implementation of shared decision-making
in the Netherlands: An exploratory investigation. Patient Educ Couns. 2018
Dec;101(12):2097-2104. doi: 10.1016/j.pec.2018.06.021.

van der Weijden T, Post H, Brand PLP, van Veenendaal H, Drenthen T, van
Mierlo LA, Stalmeier P, Damman OC, Stiggelbout A. Shared decision making,
a buzz-word in the Netherlands, the pace quickens towards nationwide im-



Completion

10.

11.

12.

13.

14.

15.

16.

17.

18.

plementation.... Z Evid Fortbild Qual Gesundhwes. 2017 Jun;123-124:69-74. doi:
10.1016/j.zefq.2017.05.016.

van der Weijden T, van Veenendaal H, Drenthen T, Versluijs M, Stalmeier
P, Koelewijn-van Loon M, Stiggelbout A, Timmermans D. Shared decision
making in the Netherlands, is the time ripe for nationwide, structural imple-
mentation? Z Evid Fortbild Qual Gesundhwes. 2011;105(4):283-8. doi: 10.1016/j.
zefq.2011.04.005.

Ditewig JB, Blok H, Havers J, van Veenendaal H. Effectiveness of self-manage-
ment interventions on mortality, hospital readmissions, chronic heart failure
hospitalization rate and quality of life in patients with chronic heart failure:
a systematic review. Patient Educ Couns. 2010 Mar;78(3):297-315. doi: 10.1016/j.
pec.2010.01.016.

van der Weijden T, Légaré F, Boivin A, Burgers JS, van Veenendaal H, Stiggel-
bout AM, Faber M, Elwyn G. How to integrate individual patient values and
preferences in clinical practice guidelines? A research protocol. Implement
Sci. 2010 Feb 2;5:10. doi: 10.1186/1748-5908-5-10.

Raats CJ, van Veenendaal H, Versluijs MM, Burgers JS. A generic tool for de-
velopment of decision aids based on clinical practice guidelines. Patient Educ
Couns. 2008 Dec;73(3):413-7. doi: 10.1016/].pec.2008.07.038.

van der Weijden T, van Veenendaal H, Timmermans D. Shared decision-mak-
ing in the Netherlands--current state and future perspectives. Z Arztl Fortbild
Qualitatssich. 2007;101(4):241-6. doi: 10.1016/j.zgesun.2007.02.022.

van Engelen BG, van Veenendaal H, van Doorn PA, Faber CG, van der Hoeven
JH, Janssen NG, Notermans NC, van Schaik IN, Visser LH, Verschuuren JJ. The
Dutch neuromuscular database CRAMP (Computer Registry of All Myopathies
and Polyneuropathies): development and preliminary data. Neuromuscul
Disord. 2007 Jan;17(1):33-7. doi: 10.1016/j.nmd.2006.09.017.

Verkerk K, Van Veenendaal H, Severens JL, Hendriks EJ, Burgers JS. Consid-
ered judgement in evidence-based guideline development. Int J Qual Health
Care. 2006 Oct;18(5):365-9. doi: 10.1093/intqhc/mz1040.

van Weel C, Coebergh JW, Drenthen T, Schippers GM, van Spiegel PI, Anderson
PD, van Bladeren FA, van Veenendaal H. Richtlijn ‘Behandeling van tabaksver-
slaving’. Ned Tijdschr Geneeskd. 2005 Jan 1;149(1):17-21. Dutch. Erratum in:
Ned Tijdschr Geneeskd. 2005 Mar 19;149(12):672.

van Veenendaal H, Grinspun DR, Adriaanse HP. Educational needs of stroke
survivors and their family members, as perceived by themselves and by health
professionals. Patient Educ Couns. 1996 Aug;28(3):265-76. doi: 10.1016/0738-
3991(95)00853-5.

239




Chapter 12

About the author

Haske van Veenendaal was born in Son en Breugel on December 20, 1970. He
studied Health Sciences at Maastricht University. He worked as a policy maker,
advisor and trainer for various organizations including the patient organization
Spierziekten Nederland and the Dutch Institute for Healthcare Improvement CBO.
In the course of his professional career, he developed into an expert in Shared de-
cision-making (SDM) and quality of care. He was one of the founders of the Shared
decision-making Platform.

Since 2015, Haske is self-employed and PhD candidate at Erasmus School of
Health Policy & Management (ESHPM) on the implementation of SDM in daily
(oncology) practice. He has advised organizations such as Aveleijn on the design
of their quality system. He has also led several national implementation projects
for organizations including the Dutch Federation of Cancer Patient Organizations
(NFK), the Foundation for Top Clinical Hospitals (STZ) and the Academic Medical
Center (AMC).

Haske has been a trainer for over 10 years for various organizations such as
the Academy of Medical Specialists, Erasmus University and the Supervisors in
Care and Welfare (NVTZ). He has given many trainings and lectures on SDM in
hospital-, rehabilitation-, mental health-, primary-, youth- and elderly care. He
has been involved in the development of training programs for e.g. Santeon and
educational materials such as the handbook ‘Training Healthcare Professionals
in SDM’ and various e-learnings. Since 2020, Haske has been working part-time at
Zorgonderzoek Nederland (ZonMw) as an implementation specialist.

In 2023, Haske founded the School for SDM (School voor Samen Beslissen), a
network organization of SDM-professionals driving the ambition that SDM is
self-evident and needs to be applied nationwide in healthcare organizations and
by healthcare professionals. Finally, Haske has been an supervisor at Mytylschool
St Gabriél in Den Bosch since 2020.

Haske van Veenendaal
haskevanveenendaal@gmail.com

240



