JMIR CANCER Ankersmid et al

Original Paper

Supporting Shared Decision-making About Surveillance After
Breast Cancer With Personalized Recurrence Risk Calculations:
Development of a Patient Decision Aid Using the International
Patient Decision AIDS Standards Development Process in
Combination With a Mixed Methods Design

Jet Wies Ankersmid?, MSc; Sabine Siesling™®, PhD; Luc J A Strobbe’, MD, PhD; Johanna M Meulepas®, PhD;
Yvonne E A van Riet®, MD; Noel Engels*"®, MD; Janine C M Prick?®, MD; Regina The'™, M Sc; Asako Takahashi®®,
MSc; Mirjam Velting', MA; Cornelia F van Uden-Kraan?, PhD; Constance H C Drossaert'?, PhD

lDepartment of Health Technology and Services Research, University of Twente, Enschede, Netherlands
ZSanteon, Utrecht, Netherlands

3Department of Research and Development, Netherlands Comprehensive Cancer Organisation, Utrecht, Netherlands
4Department of Surgery, Canisius Wilhelmina Hospital, Nijmegen, Netherlands

5Department of Quality and Safety, Catharina Hospital, Eindhoven, Netherlands

6Department of Surgery, Catharina Hospital, Eindhoven, Netherlands

7Department of Internal Medicine, Maasstad Hospital, Rotterdam, Netherlands

8Department of Internal Medicine, Leiden University Medical Centre, Leiden, Netherlands

9Department of Neurology, OLVG, Amsterdam, Netherlands

10ZorgKeuzel ab, Delft, Netherlands

Uputch Breast Cancer Soci ety, Utrecht, Netherlands

12Department of Psychology, Health & Technology, University of Twente, Enschede, Netherlands

Corresponding Author:

Jet Wies Ankersmid, MSc

Department of Health Technology and Services Research
University of Twente

TechMed Centre

Hallenweg 5

Enschede, 7522 NH

Netherlands

Phone: 31 303073906

Email: j.w.ankersmid@utwente.nl

Abstract

Background: Although thetreatment for breast cancer ishighly personalized, posttreatment surveillance remains one-size-fits-all:
annual imaging and physical examination for at least five years after treatment. The INFLUENCE nomogram is a prognostic
model for estimating the 5-year risk for locoregional recurrences and second primary tumors after breast cancer. The use of
personalized outcome data (such asrisksfor recurrences) can enrich the process of shared decision-making (SDM) for personalized
surveillance after breast cancer.

Objective: This study aimed to develop a patient decision aid (PtDA), integrating personalized risk calculations on risks for
recurrences, to support SDM for personalized surveillance after curative treatment for invasive breast cancer.

Methods: For the development of the PtDA, the International Patient Decision Aids Standards development process was
combined with a mixed methods design inspired by the devel opment process of previously developed PtDAS. In the devel opment,
8 steps were distinguished: establishing a multidisciplinary steering group; definition of the end users, scope, and purpose of the
PtDA; assessment of the decisional needs of end users; defining requirements for the PtDA; determining the format and
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implementation strategy for the PtDA; prototyping; alphatesting; and betatesting. The composed steering group convened during
regular working-group sessions throughout the development process.

Results. The “Breast Cancer Surveillance Decision Aid” consists of 3 components that support the SDM process: a handout
sheet on which personalized risks for recurrences, calculated using the INFLUENCE-nomogram, can be visualized and which
contains an explanation about the decision for surveillance and a login code for a web-based deliberation tool; a web-based
deliberation tool, including a patient-reported outcome measure on fear of cancer recurrence; and a summary sheet summarizing
patient preferences and considerations. The PtDA was assessed as usable and acceptable during apha testing. Beta testing is
currently ongoing.

Conclusions:  We developed an acceptable and usable PtDA that integrates personalized risk calculations for the risk for
recurrences to support SDM for surveillance after breast cancer. The implementation and effects of the use of the “Breast Cancer

Surveillance Decision Aid” are being investigated in aclinical trial.

(JMIR Cancer 2022;8(4):e38088) doi: 10.2196/38088
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Introduction

Follow-up after curative treatment for breast cancer can be
subdivided into aftercare and posttreatment surveillance.
Aftercare focuses on information provision, guidance,
identification, and dealing with complaints, symptoms, and the
physical or psychosocia effects of the disease and treatment
[1]. The primary aim of posttreatment surveillanceis the early
detection of locoregional recurrences (LRRS) or second primary
tumors (SPs) [1]. In the Netherlands, surveillance is currently
one-size-fits-all for all patients with curatively treated breast
cancer. However, therisks for LRRs and SPs differ per patient
[2,3], and surveillance can be personalized to reduce health care
and patient burden. Annual physical examination and imaging
arerecommended for at least 5 years after treatment for alarge
group of women with a relatively low risk for recurrences.
However, for these women, less intensive surveillance is as
effective as more intensive surveillance in terms of diagnosis
of LRRs and SPs, and overall survival [4,5].

A woman's personalized 5-year risk for LRRs and SPs after
treatment for breast cancer can be estimated using the
INFLUENCE nomogram, a validated prediction model [2,3].
Furthermore, patient needs and preferences should be considered
when personalizing surveillance. Patients describe trade-offs
between burdens, such as the burden of going to the hospital,
anxiety, discomfort, and pain because of the examination and
benefits such as the reassurance that surveillance can offer [6].
Therefore, the decision regarding the organization of
posttreatment surveillance (eg, frequency, duration, and
examination) can be seen as a preference-sensitive decision for
which shared decision-making (SDM) is identified as the
preferred way of decision-making [7].

SDM can be seen as an indicator of quality of careand isbeing
increasingly reported in breast cancer guidelines [8,9]. It can
be 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’ [10,11]. Within the process
of SDM, four steps can be distinguished: (1) the professional
informs the patient that a decision is to be made and that the
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patient’s opinion isimportant, (2) the professional explainsthe
options and their pros and cons, (3) the professional and the
patient discuss the patient’s preferences and the professional
supportsthe patient in deliberation, and (4) the professional and
the patient discuss the patient's wish to make or defer the
decision, and discuss follow-up [10]. Recent studies show that
even though patients are open to SDM for personalized
surveillance, it is only rarely applied and information needs
remain unaddressed [6,12,13].

Patient decision aids (PtDAS) are evidence-based tools designed
to help patients make specific and deliberate choices among
various health care options. PtDAs provide evidence-based
information and help patients recognize and clarify values that
may play a role in decisions [14]. Clear and objective risk
information is an essential component of PtDA. Genera risk
information (about groups of patients) is often presented, but
this information is difficult to translate to individual cases
[15,16]. Nomograms are being increasingly devel oped to better
estimate individual personal risks. However, these nomograms
arerarely integrated into PtDAs[17].

This study aimed to develop a PtDA integrating personalized
risk calculations regarding the risk of LRRs and SPsto support
SDM for personalized surveillance after curative treatment for
invasive breast cancer.

Methods

Overview

The development of the “Breast Cancer Surveillance Patient
Decision Aid" was initiated by Santeon, a group of 7
collaborating top clinical hospitals in the Netherlands.
ZorgKeuzelLab was the development and implementation
partner. ZorgKeuzel ab has developed and implemented over
25 PtDAsand therefore has high expertise. For the devel opment
of the PtDA, the International Patient Decision Aids Standards
(IPDAS) devel opment process[ 18] was combined with amixed
methods design inspired by the development process of PtDAs
previously developed in collaboration with ZorgKeuzel ab
[19-21]. Inthe development, eight stepswere distinguished: (1)
establishing a multidisciplinary steering group, (2) definition
of the end users and scope and purpose of the PtDA, (3)
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assessment of the decisional needs of end users, (4) defining
requirements for the PtDA, (5) determining the format and
implementation strategy for the PtDA, (6) prototyping, (7) alpha
testing, and (8) beta testing.

Step 1: Steering Group

To start the development process, the initiators established a
multidisciplinary steering group consisting of relevant experts,
including patientsthat were curatively treated for invasive breast
cancer and health care professionals (HCPs). To ensure broad
acceptance and high implementation of thetool to be devel oped,
members of the multidisciplinary steering group represented
all stakeholders involved in the decision-making process, had
expertisein breast cancer surveillance, and came from different
institutions. Patient representation was ensured by inviting the
Dutch Breast Cancer Society (BVN) and the Dutch Federation
of Cancer Patient Organizations to participate in the steering
group. A selection was made of potential steering group
members, and approximately 25 potential steering group
members were invited by email to participate. The steering
group members were to convene during 5 steering group
sessions from which the timing and content were determined
based on the steps of the development process. The steering
group sessions were prepared and led by a small group of
steering group members (including authors WA, RT, and JBM).
The aim of each session was evaluated at the end of each
session.

Step 2: End Users, Purpose, and Scope

Theend users, purpose, and scope of the PtDA were determined
based on consensus discussions among the steering group
members, supported by input from decisional needs assessment
studies among patients and HCPs. A small group of steering
group members set up a proposal for the end users, purpose,
and scope, which was presented and discussed in the first
steering group session. Related results from decisiona needs
assessment studies among patients and HCPs were presented
to support this discussion.

Step 3: Decisional Needs Assessment End Users

Two decisional needs assessment studies were set up and
performed among 22 patients (patient needs assessment study)
and 21 HCPs (HCP needs assessment study) according to the
Ottawa Hospital Research Ingtitute’'s guidelines [22] to
determine the needs regarding SDM about personalized
posttreatment surveillance. For both the needs assessment
studies, semistructured interviews were conducted between
August 2019 and February 2020. The interviews lasted about
one hour and were performed by one researcher (JA, PhD
Candidate, M Scin Psychology) who was trained in conducting
interviews. Femal e patients who received curative treatment for
invasive breast cancer and had completed their primary
treatment were eligible to participate in the patient needs
assessment study. The interviews with patients focused on the
following topics: (1) current information provision about
surveillance, (2) current decision-making about surveillance,
(3) preferences for decision-making about surveillance, (4)
current use and perspectives on the use of information on
personal risks for recurrences in decision-making about
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surveillance, and (5) perspectives on lessintensive surveillance
in case of low personal risk. HCPs involved in the follow-up
after breast cancer were eligibleto participate in the HCP needs
assessment study. Theinterviewswith HCPsfocused on abroad
range of preferences regarding decision-making concerning
surveillance and the following topics: (1) perspectives on less
intensive surveillance for women with low risksfor recurrences,
(2) attitudes regarding SDM about surveillance, and (3)
perspectives on the use of information on personal risks for
recurrences in decision-making about surveillance. Transcripts
of al interviews were coded by independent coders (JA and
CD) and analyzed using the “framework methodology” [23],
which consists of a combination of inductive and deductive
approaches: in each of the main topics, the coders inductively
searched for themesthat emerged from the data. Further details
regarding the method of the needs assessment studies can be
found in 2 previously published papers [6,24].

Step 4: Requirements

On the basis of the IPDAS minimum standard criteria [25], in
combination with steering group discussions and the results of
the needs assessment studies, alist of requirementsfor the PtDA
was developed. This list of requirements was used to inform
the format and implementation strategy for the PtDA (step 5),
prototyping (step 6), and a phatesting (step 7).

Step 5: Format and I mplementation Strategy

The format of the PtDA was determined in consultation with
the steering group and was inspired by the 4 steps of SDM and
the format of other existing PtDAs [10,19-21,26]. The
implementation strategy was determined in the earlier stages
of development (before prototyping) to enable optimization of
the design and content of the PtDA and to adapt it to the
workflow. Furthermore, it would alow for the early
identification and addressing of potential implementation issues
[27]. The results of an assessment of the follow-up care
pathways in the Santeon hospitals [12], successful
implementation strategies for existing PtDAs [28], and a
web-based self-management app using patient-reported outcome
measures (PROMSs) to monitor the quality of life which focuses
on awareness, willingness, and behavior of both HCPs and
patients [29] were used as a basis for the implementation
strategy for the PtDA. The final implementation strategy was
determined through consultations with the steering group.

Step 6: Prototyping

On the basis of the results of the needs assessment studies and
the determined format, several low-fidelity prototypes were
developed during the three cocreative steering group sessions.
ZorgKeuzel ab (the development and implementation partner)
uses an approach in cocreative design and prototyping,
consisting of the following steps. (1) designing the summary
sheet, (2) determining the structure and content of the web-based
deliberation tool, and (3) designing the handout sheet. The
prototypes were discussed, evaluated, and improved (multiple
times if needed) by the steering group members to the
high-fidelity prototype used for testing. The presentation of
personal risksfor LRRs and SPs (including uncertainty) in our
PtDA was based on the literature on the current best practices
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for risk presentation in PtDAs [30]. Various risk presentations
for the personal risks of LRRs and SPs were considered,
discussed, and adapted during consensus discussions in the
steering group during the prototyping phase.

Step 7: Alpha Testing

Alphatesting of the PtDA consisted of (1) checking whether
al determined requirements were met, (2) usability and
acceptability testing with patients, and (3) usability and
acceptability testing with HCPs. The PtDA was checked for all
minimal requirements by the authors JA and CD using the list
of requirements that were devel oped by the steering group.

Alphatesting with patientswas conducted in May 2020. Eligible
participants were female patients who were curatively treated
for breast cancer and finished their primary treatment. We
strived to include 6-8 patients [31]. The patients were invited
to participate through the social mediaplatform of the BVN. A
total of 10 patients volunteered for whom 6 participated (all
women, aged 44-75 years, mean 54 years). Owingto COVID-19,
tests were performed virtually using Microsoft Teams. First,
patients were given ahandout sheet with afictitious patient with
a specific (fictious) illness, treatment characteristics, and
personal risks for recurrences. They were asked to go through
the web-based deliberation tool whilethinking aloud about their
experiences and thoughts. Any observed difficulties or expressed
problems were noted by researchers (usability). After this,
patients were interviewed about their satisfaction with the
content, layout, and perceived usefulness of the PtDA
(acceptability). Finally, we asked the patients whether they
would recommend the tool to others (acceptability). Patients
understanding of the risk information was not included in the
tests.

Alphatesting of HCPs was performed in May 2020. A total of
14 HCPs, involved in surveillance after breast cancer,
participated (6 surgical oncologists, 4 nurse practitioners, 2
medical oncologists, 1 radiation oncologist, and one research
nurse). They were selected and approached viaemail by steering
group members. Our aim was to include more HCPs than
patients because the PtDA was intended for use in several
hospitals and therefore there was a need to explore routes for
implementation (how it fits in the workflow) and potential
barriers and facilitators for implementation. Alphatesting was
conducted through telephone interviews, which were held after
the HCPs had gone through the PtDA by themselves. During
the interviews, all 3 components of the PtDA were discussed.
Furthermore, HCPs were asked about suggestions for
improvement regarding the workflow and content of the PtDA
(usahility), if they would use the PtDA themselves, and whether
they would recommend it to others (acceptability).

The alpha testing sessions with patients and HCPs were
summarized and analyzed by authors JA, RT, and AT using the
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framework methodology [20]. The results, including suggestions
for improvement, were discussed in the last steering group
session, in which decisions were made on the final adaptations.

Step 8: Beta Testing

Beta testing (field testing) of the “Breast Cancer Surveillance
Decision Aid” with patients and HCPs is ongoing in a large
clinical tria. The effectiveness and implementation of shared
decision-making supported by outcome information among
patients with breast cancer (SHOUT-BC) tria is a multiple
interrupted time-series design study in which 630 breast cancer
patients will be included in 2 conditions (before or after
implementation of the PtDA) in 7 top clinical hospitals (Santeon
hospitals) over aperiod of 20 months. Datawill be collected at
3 time points using questionnaires: after the consultation in
which the decision for the organization of posttreatment
surveillance was made and after 6 and 12 months. In addition,
230 consultations between HCPs and patients facing decisions
about the organization of surveillance care will be audio
recorded and analyzed. Additional data (eg, dataon health care
use) will be collected from patients medical records. The
primary outcomewill be patient-reported SDM. The secondary
outcomesinclude observed SDM, decisional conflict and regret,
fear of recurrence, risk perception, disease perception, and
quality of life. More details on the SHOUT-BC tria can be
found in the published study protocol [32].

Ethical Considerations

The studies carried out as part of the development of the PtDA
were conducted in accordance with local laws and regulations.
The Medica Research Ethics Committees United in
Nieuwegein, the Netherlands, confirmed that the studies were
not subject to the Medical Research Involving Human Subjects
Act (WMO).

Results

Step 1: Steering Group

The established steering group consisted of 15 members: 3
surgical oncologists, 1 medical oncologist, 1 radiation
oncologist, 2 nurse specialists, 2 patient advocates, 1 patient
representative, 1 operationa manager of an oncology
department, 1 clinical epidemiologist, 2 health psychologists,
and 1 communication scientist with experience in SDM. The
development process was facilitated by 2 project leaders, the
general director, and a user experience expert from
ZorgKeuzel ab. An overview of all the steering group members
is provided in Multimedia Appendix 1. The steering group
convened during regular cocrestive steering group sessions
between October 2019 and June 2020. In Figure 1, the timing
and topics of each steering group session are displayed. The
predetermined aims were achieved for each session.

JMIR Cancer 2022 | vol. 8 | iss. 4| €38088 | p. 4
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR CANCER

Ankersmid et al

Figure 1. Timing and topics of cocreative steering group sessions. FCR: fear of cancer recurrence; PtDA: patient decision aid.
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Step 2: End Users, Purpose, and Scope

The end users of the developed PtDA were women curatively
treated for invasive breast cancer after finalizing their primary
treatment. Women who were treated palliatively or those with
agenetic disposition related to breast cancer were excluded as
end users because of differing follow-up care pathways. Mae
patients, women diagnosed with noninvasive breast cancer, and
women who received neoadjuvant systemic treatment were
excluded because the risk prediction model (INFLUENCE
nomogram) that is integrated within the PtDA is not suitable
for calculating their risks for recurrences.

A discussion point regarding the purpose and scope of the PtDA
waswhether it should entail personalization of surveillance and
aftercare (because of the intertwinement of both in clinical
practice) or surveillance alone. The steering group eventually
agreed that the PtDA should be specifically aimed at
decision-making about surveillance and not aftercare after breast
cancer because of the more dynamic nature of aftercare.
Although regular surveillance moments can be planned
according to the steering group, aftercare should be organized
in amore flexible manner. For example, through monitoring of
patients needs through PROMs and by personalizing care on
the outcomes of these PROMs. Therefore, the main purpose of
the PtDA is to support patients and their HCPs in SDM for
personalized surveillance. The decisions that are supported
within the scope of the PtDA are the decisions about the
frequency of surveillance, the duration of surveillance, the
examination or examinations performed during surveillance,
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and the way of contact with the HCP (eg, face-to-face or
teleconsultation).

Step 3: Decisional Needs Assessment End Users

The decisional needs assessment among patients revealed that
SDM regarding posttreatment surveillanceis not often practiced.
Patients expressed a wish for more SDM and were open to the
use of personalized information on risks for recurrencesin this
process. However, patients indicated that they sometimes
experienced an “internal conflict” between rationale (eg, alow
risk for recurrences) and feelings or emotions (fear of cancer
recurrence[FCRY]), resulting in ahigh need for reassurance. The
HCP needs assessment study reveal ed that most HCPs supported
SDM regarding surveillance and were al so positive about using
personalized information on risks for recurrences. HCPs
indicated some common misconceptions among patients that
should be addressed in the PtDA (eg, that patients think that
surveillance is primarily aimed at the detection of distant
metastasis and the overestimation of the value of physical
examination during surveillance consultations). Specific
information needs, preferences, and prerequisitesfor SDM about
personalized posttreatment surveillance were gathered and
trandlated into requirements for the PtDA (see Sep 4:
Requirements). More detailed results of the needs assessment
studies can be found in 2 previously published papers [6,24].

Step 4: Requirements

Thelist of requirementsfor the PtDA developed by the steering
group based on the IPDAS minimal criteria, steering group
discussions, and the results of the needs assessment studies are
displayed in Textbox 1.
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Textbox 1. Requirements for the breast cancer surveillance patient decision aid (PtDA). Only the requirements that emerged from the needs assessment
studies or steering group discussions are mentioned. More general International Patient Decision Aids Standards criteria were considered the baseline

requirements.

Information on surveillance and options:

tumors (SPs).

Probabilities:
1. ThePtDA informson personal risks for LRRs and SPs.

levels of uncertainty of the prediction).

recurrence with HCPs.

Guidancein deliberation and communication:

1. ThePtDA informs on the difference between aftercare and surveillance after breast cancer.
2. ThePtDA informson the aim of surveillance including that surveillance is not aimed at active surveillance for distant metastasis.

3. The PtDA informs on the options for the organization of surveillance for each decision modality (frequency, duration, examinations, way of
contact with the health care professional [HCP]) including the advantages and disadvantages.

4. The PtDA informs on the limited added value of physical examination in the detection of locoregional recurrence (LRRS) and second primary

5. ThePtDA informs on the potential added value of self-examination in the detection of LRRs and SPs and on how to perform self-examination.
6. The PtDA informs patients that they can receive aftercare when the frequency of surveillance is lessintensive.

7. ThePtDA informs on who to contact in case of complaints or worries.

2. Personal risks for LRRs and SPs should be displayed both verbally (in words) and visually (in a diagram, including visual information about

3. ThePtDA informs on the factors on which personal risks for LRRs and SPs depend.

Methods for clarifying and expressing patients' considerations and preferences:

1. The PtDA givesinsight in the patients own level of fear of cancer recurrence and facilitates conversations about experienced fear of cancer

2. Patients should be able to read about and reflect on other women’s choices and experiences regarding surveillance.

3. ThePtDA facilitates clarification of patient preferences and considerations for the organization of surveillance (value-clarification exercise).

1. HCPsshould be able to indicate the available options for the maximum duration of surveillance and the options for examinations.

2. The PtDA facilitates for patientsto test their knowledge on the most important aspects of surveillance.

3. ThePtDA facilitates for patients to indicate their role-preference for the shared decision-making process regarding personalized surveillance.
4

The PtDA facilitates patients to list any remaining questions that they might have for their HCP.

Step 5: Format and I mplementation Strategy

The steering group determined that the PtDA would consist of
3 components supporting al 4 steps in the SDM process [10].
Each component is described in detail in Step 6: Prototyping.”
The results of an assessment of the organization of surveillance
in the Santeon hospitals were used to determine how the PtDA
would fit in the follow-up care pathways [12]. Three different
variants for the integration of the PtDA into the care pathways
wereidentified. An overview of the 3 variantsisshownin Figure
2. The HCPwho introduces the decision about surveillance and
who makes the final shared decision about surveillance with
patients differs per hospital.

An implementation strategy was developed to implement the
PtDA inclinical practice. Theimplementation strategy consists
of the following components:

« Creating support for using the PtDA by cocreation,
including both HCPs and patients, and by customizing the
PtDA for each hospital (eg, by applying the hospital logo);

https://cancer.jmir.org/2022/4/e38088

Documenting the current pathwaysin each hospital to find
the best way to incorporate the PtDA [12];

Informing and involving all HCPs in the care pathway by
means of an information meeting, and by offering the
possibility to follow the e-learning courses “SDM with
patients’ and “Applying outcome information in SDM”;
Giving HCPs the opportunity to practice conversational
skills with actors in group training on “SDM and the use
of outcome information”;

Providing an instructional meeting on the use of the PtDA
in clinical practice (eg, on how to introduce and discussit),
including reports on experiences of other HCPs and patients
who have used the PtDA before;

Follow-up on the implementation by practical support in
clinical practice, a reporting tool to keep track of the
implementation rate of the PtDA, and a refresher module
of the received conversational skillstraining program;
Close monitoring of progress and stimulating
implementation of the PtDA by alocal ambassador.
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Figure 2. Overview of 3 variants for integration of “Breast Cancer Surveillance Decision Aid” in care pathways.

Surgery

¥

Months after | | | | | | |

Adjuvant therapy

1st posttreatment
surveillance

surgery

| | | | | | |
Variant1 | i i i i i i

variantz | | | | | | |

| | | | | |
Variant 3 I i i i i i

. = introduce decision posttreatment surveillance {using the handout sheet)

‘ = make decision postireatment surveillance (using the summary sheet)

Step 6: Prototyping—the Three Components of the
PtDA

Several low-fidelity prototypes were developed within the
cocreative working group sessions. The high-fidelity prototype

that was developed and used for a phaand betatesting consisted
of 3 main components (Figure 3) that are described as follows:
(1) ahandout sheet, (2) a web-based deliberation tool, and (3)
asummary sheet.

Figure 3. Three components of the Breast Cancer Surveillance Decision Aid. HCP: health care professional.

o HCP hands out online deliberation tool

2 to 3 months before first surveillance

Health care professional calculates

the personal risks for recurrences and
second primary breast tumours using the
INFLUENCE 2.0 nomogram and discusses
the risks and options for surveillance with
the patient guided by the handout sheet.

Component 1. The Handout Sheet

Component 1 consists of a handout sheet with which the HCP
explains why the patient can co-decide about surveillance and
what the options are (eg, frequency, imaging, duration, and
preferred contact with HCPs). The handout sheet supports step
one and step 2 of the SDM process. The HCP enterstherequired
patient, tumor, and treatment characteristics in the web-based
INFLUENCE nomogram [2], which the 5-year risksfor LRRs
and SPs after treatment for breast cancer can be estimated. This
risk isvisualized on the handout sheet. The handout sheet also
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Patient reads the information in the

online deliberation tool and lists her
considerations and preferences. In this way
she is prepared for the next consultation.

e Decide together

During consultation result first surveillance g

Health care professional and patient
discuss the summary sheet from the
online deliberation tool. Together they
make a decison about the most suitable
surveillance schedule.

contained the login code and password for the web-based
information and deliberation tool. In the PtDA, we make use
of a persona login code for several reasons: (1) patients can
decide with whom they share the information that they enter
the PtDA, (2) patients can access the PtDA and the information
that they entered at al times on any device without having to
start over, and (3) the login code can be linked to a specific
institution that enables implementation measurements (eg, the
number of logins per ingtitution). Figure 4 shows the handout
sheet.
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Figure 4. Handout sheet.
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Soon you will have your first post-treatment
surveillance. Images will be made of your breast

tissue. Together with your healthcare professional you
personalise your surveillance: once a year of less often.

Why post-treatment surveillance?

The purpose of surveillance is the early detection of breast
cancer in the breast area. This may involve a recurrence of a
pravious tumour or the developrment of 3 new tuMouUr.
Your personal risk Your options

a prediction mode

Which choices do you have?

+ annual survelllance, once every 2 years, or less?

* Maximum duration of surveillance or shorter?

* All possible diagnostic tests or less?

+ Gel the results during a consultation at the hospital, or by telephone?

treatment. More intensive surveillance does not result in longer survival

Your surgical oncologist

Dr. |.G. Bloemen
Drs. YE.A. van Riet

Your nurse practioner
Anne de Bruijn (1.0.)
Karin Schauwaert - Vijfvinke!
Majarie de Werd

Why can you make a decision about this?
Less intensive surveillance does not result in a lower detection of the
recurrence of breast cancer or a new breast tumour or a difference in

Breast cancer centre / Qutpatient elinic
Telephone %, 040-239 6600
Monday to Friday: 8:30 - 16:30

In —  — outof 100 women with the same characteristics as you, the Surveillance for a Diagnostic
breast cancer recurs in the same breast or breast area within 5 years. maximum duration of: tests:
Syears Mammography
7 years Physical examination L |
10 years MRI @ EA) use the online deliberation tool
Read about surveillance and your options,
In __  __out of 100 wornen with the same characteristics as you, Clarify yaur values and preferences. You also
a new breast tumour develops in the other breast within 5 years, can do this together with your loved ones.
Discuss the summary with your health care
professional and choose the option which
suits you best
Goto
https://bkn.keuzehulp.nl
0O O Usermname Password
o O <<naam>> ccwwzs

Component 2: The Web-Based Deliberation Tool

Component 2 consists of a web-based information and
deliberation tool for women and their caregivers to go through
at home at their own pace and time. The web-based deliberation
tool supports the second and third steps of the SDM process.
The content of the web-based deliberation tool was written at
the B1 level of the Common European Framework of Reference
for Languages, therefore, it iscomprehensiblefor most patients.
The web-based deliberation tool consists of seven modules: (1)
your situation, (2) information about surveillance, (3) a quiz,
(4) your considerations, (5) your preferences, (6) aquestionnaire,
and (7) asummary.

In module 1, patients copy their risks for LRRs and SPs and
optionsfor the maximum duration and imaging modalitiesfrom
the handout sheet to the web-based deliberation tool. Module
2 consists of several pages with information about surveillance
(structured based on a set of frequently asked questions), the
risks for LRRs and SPs, and different options for surveillance
and aftercare after breast cancer. Module 3 consists of a
knowledge quiz with 3 questions about misconceptions about
surveillance with real-time feedback on the answers given. In
module 4, patients are presented with a value-clarification
assignment with 6 trade-offs on various aspects of surveillance.

https://cancer.jmir.org/2022/4/e38088
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In module5, patients can indicate their preference for the options
applicable to them for surveillance. In module 6, women are
asked to compl ete the 6-item Cancer Worry Scale questionnaire.
This validated questionnaire is meant to assess and screen for
FCR in patients that were curatively treated for invasive breast
cancer [33]. Theinput is processed in real time and linked to
tailored feedback on individual outcomes (based on validated
cut-off scores), including comprehensive self-care advice (tips
and tools). This questionnaire has been added to the web-based
deliberation tool because the needs assessment studies and
usability tests showed that patients regularly experience an
“internal conflict” between rationale (low risk) and feelings or
emotions (FCR). Because of this conflict, some patients
indicated that they would still opt for more intensive surveillance
than required for “ reassurance.” Many women with breast cancer
experience FCR. By integrating the questionnaire, we aim that
patients and HCPs can discuss any FCR and that HCPs can
provide reassurance, tips for dealing with FCR, or refer the
patient to another HCP (eg, a psychologist). In module 7, a
summary isgenerated using the datathat the patient has entered
(patient preferences, considerations, and FCR score). Figure 5
displays a screenshot of the information on the risk for LRRs
and SPsin module 2 of the web-based deliberation tool. Figure
6 showsthe questionnaire on FCR in module 6 of the web-based
deliberation tool.
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Figure 5. Web-based deliberation tool—module 2 information on risks for locoregional recurrences and second primary tumors.
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2. Surveillance

ionnaire 7. Summ.

2. Surveillance

What is post-treatment surveillance?

What is the risk for recurrence of

b

Which choices da | have
about surveillance?

Annual surveillance or less?
Which diagnostic tests for surveillanc

Do | want the results at the
hospital or by telephone?

What is cancer survivorship care?
What do | need to pay attention to?

What if | don't have surveillance?
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What is the risk for recurrence of breast cancer?

You and your health care professional have discussed your personal
risk for recurrences and the development of breast tumours in the
other breast. This risk is different for every patient.”

The risk for a new breast tumor or recurrence depends on the following characteristics:
* Your age
* The size of the primary breast tumor when it was discovered
« If lymph nodes in the armpit were affected
+ The characteristics of the primary breast cancer:
+if there was one or more tumors in the breast
« how different the breast cancer cells look from normal breast cells (grade)
« if the tumnor cells were sensitive to harmones {estrogen and/or progesterone)
+ if the tumor cells were sensitive to certain proteins (HER2)
* The treatment you have received for breast cancer

Your personal risk
Your healthcare profesional has calculated your personal risk for recurrence of breast
cancer. > Read more about the prediction model

In24 to 3. out of 100 women with the same characteristics as you, the breast cancer

recurs in the same breast or breast area within 5 years.

4
F 3

In14&to 2 % out of 100 women with the same characteristics as you, a new breast
tumour develops in the other breast within 5 years.

4
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Figure 6. Web-based deliberation tool—module 6—fear of cancer recurrence questionnaire.
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A 1. Yoursituation 2. Surveillance 3. Quiz 4, Considerations 5. Preferences 6. Questionnaire 7. Summary

6. Questionnaire

You may feel anxious and insecure after breast cancer. This questionnaire
will give you an indication how you currently feel.

Hardly Almost
Never ever Sometimes always
How often have you thought about your chances of getting breast cancer again? (@] (O] (@] Q
Have these thoughts affected your mood? O i® @ o)
Have these thoughts interfered with your abilities to do daily activities? @) @ @) (
How concerned are you about the possibility of getting breast cancer again one day? 9 @ 9 O
How often do you worry about developing breast cancer again? Q (O] Q @]
How much of a problem is this worry? O] 8 @, o)
Your score 12

What does your score mean?

A completed guestionnaire gives a score between 6 and 24.

A score of 11 or lower indicates that you are rarely concerned about recurrence of breast cancer

A score of 12 or higher indicates  that you are regularly concerned about recurrence of breast cancer

Discuss this with you healthcare professional if you feel limited by fear of recurrence in your daily
life. Together you will decide if additional support may be usefull. You can also read more about
how to deal with fear or recurrence on the website of the Breast Cancer Association.

) the consultation to support step 3 and step 4 of the SDM process
Component 3: The Summary Sheet and contains all the information that the patients have given as

Component 3 consists of asummary sheet containing women's  input in the web-based deliberation tool. Figure 7 shows the
preferences, considerations, and PROM results on fear of  summary sheet for afictitious patient.

recurrence. The sheet can be used by the patient and HCP in
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Figure7. Summary sheet.
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Your summary

This is the summary of your situation and preferences. Bring summary to your next consultation
with your healthcare professional. Together you decide what surveillance options suit you best,

My situation
My risk for recurrences in the same 2.3 %
breast or breast area
My risk for developing new breast 1.5 %
tumeours in the other breast
Surveillance for a maximum duration of 5 years

Options for diagnostic tests

My preferences about surveillance

How often?  Every year

How many years? 5 years
Which diagnostic tests?

Results at the hospital or by phone?
My remarks - Argument

My role in decision making

My questions - Question

My considerations

I don't mind going to the hospital for
surveillance

| want to go for surveillance, even
though it makes me restless

Periodical surveillance makes me feel
safe and reassured

| want to have periodical surveillance,
even if it takes time and effort

I want surveillance in the hospital,
regardless of the costs

My loved ones thinks it is important
that | have periodical surveillance

My score on the fear of recurrence
guestionnaire

2

Step 7: Alpha Testing
The “Breast Cancer Surveillance Decision Aid” was checked

on the requirements established by the steering group (Textbox
1). All requirements were fulfilled.

The patients who were involved in the usability test were
positive about the usefulness of the PtDA and would recommend
it to other patients (acceptability). The patients indicated that
they felt well informed and that they experienced the opportunity

https://cancer.jmir.org/2022/4/e38088
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ol

Mammography, physical examination

Mammography, physical examination

Consultation at the hospital

| prefer that my healthcare professional and | make the decision together

I don't want to go to the hospital for
surveillance

| want as little surveillance as possible
to avoid stress and unrest

I only want surveillance when | feel it is
necessary

| prefer to spend as little time and effort
as possible an surveillance

L ] | don't want surveillance in the hospital,

because of the costs

My loved ones understand if | don't have
periodical surveillance

ﬁ santeon Zorgkeuzelab’

to clarify their considerations and preferences regarding
surveillance as positive. The patients encountered very few
usability issues and found that PtDA was easy to use. However,
they found that some of thetextsin the PtDA weretoo extensive.

The HCPs are also positive regarding the PtDA. Most of them
indicated that the time was right for personalization of
surveillance and that they saw the added value of the PtDA in
informing patients and making them more conscious about their
options for surveillance (acceptability). HCPs wanted to
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emphasi ze the val ue of self-examination and discussthelimited
efficacy of physical examinations by HCPsin PtDA. They aso
felt that there should be more space to make notes on the
discussion with the patient on the handout sheet.

Onthebasis of the collected feedback, several adaptationswere
made: (1) more space was created on the handout sheet to make
notes, (2) texts within the web-based deliberation tool were
shortened where possible, and (3) the descriptions of
self-examination and physical examinations by HCPs in the
web-based deliberation tool were altered.

Step 8: Beta Testing

The beta testing (field testing) of the “Breast Cancer
Surveillance Decision Aid” is currently ongoing within the
SHOUT-BC trial [32].

Discussion

Principal Findings

In cocreation, using a step-wise mixed method approach, we
developed a PtDA integrating information on patients
personalized risks for LRRs and SPs to support SDM for
personalized surveillance after curative treatment for invasive
breast cancer. Devel opment took place according to the IPDAS
development process in combination with a mixed methods
research design based on the devel opment process of previously
developed PtDAS[19-21]. Relevant experts, including patients
and HCPs, wereinvolved in devel opment through steering group
participation, participation in needs assessment studies,
cocreative prototyping, and alpha and beta testing. Our studies
revedled a list of requirements that were transferred to the
prototype. Alpha testing revealed that all requirements
(including the IPDA S minimum standard criteria) for the PtDA
were met, and patients and HCPs found the PtDA acceptable
and usable. Beta testing is currently ongoing. Throughout the
development, we learned some lessons that will be discussed
below.

Comparison With Previous Work

Our PtDA is one of the first to integrate outcome data. We
integrated 2 types of outcome data: (1) individual PROMs data
on FCR to support structural exploration and consideration of
FCR levels and (2) personal risk information based on
aggregated clinical data on LRRs and SPs. The results of our
study showed that it is feasible to integrate outcome data into
the 3-component structure of the PtDA, as both patients and
HCPs were positive about the final prototype. Outcome data
are expected to accelerate the implementation of SDM by
strengthening the motivation of HCPs to apply SDM and
empowering patientsto engagein SDM [34]. During the steering
group discussions, we debated whether a certain value of
personal risk or FCR should prescribe a specified pathway in
PtDA. However, for thistime, we decided that the decision was
only to be used asa source of information and not asaguideline
because the evidence regarding the most adequate surveillance
for specific risk groups needs to be extended. However, it
remains interesting to examine whether such pathways are
effective in PtDAs.

https://cancer.jmir.org/2022/4/e38088
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A challengein supporting SDM using outcome dataisto present
datathat arereadily availableto patientsin ameaningful manner
[16]. The presentation of personal risks for LRRs and SPs
(including uncertainty) in our PtDA was based on the literature
on the current best practicesfor risk presentation in PtDAs[30].
Various risk presentations for the personal risks for LRRs and
SPswere considered, discussed, and adapted during consensus
discussions in the steering group, in which both patients and
HCP participated. Although the presentation of personal risks
did not cause problems in the alpha testing phase, we did not
measure the patients’ understanding of the outcome data. In the
beta testing phase, which is currently ongoing, we, therefore,
decided to make audio recordings of consultationsin which the
PtDA is used, to examine how patients interpret and react to
hearing their personal risks for recurrences, the FCR PROM
score, and the questions they ask. For future research regarding
the integration of outcome data into SDM support tools, we
recommend testing patients’ understanding of the outcome data
during the alphatesting phase.

Within the development of the “Breast Cancer Surveillance
Decision Aid,” we have seen the importance of early
development of an implementation strategy within the
development process. Where (shared) medical decisions were
made in one consultation, it is almost inherent to (the steps of)
the SDM process, and thus the implementation of a PtDA to
split the decision-making process into 2 consultations. Thisis
especialy true in the case of a complex decision that requires
significant information processing or involves complex
information such as outcome data For successful
implementation of PtDAS, it isimportant that the PtDA fitsinto
the existing system or clinical pathway [35]. For our PtDA, the
results of an assessment of the organization of surveillance in
the Santeon hospitals were used to determine how the PtDA
would fit in the follow-up care pathways [12]. Three different
variants for the integration of the PtDA in the care pathways
were identified. HCPs and decision support devel opers should
realizethat theimplementation of PtDAsamost always requires
achangein the flow of the care pathway. By ng the care
pathway in each hospital [12] and by determining the
implementation strategy in the early stages of development, we
could optimize the design and flow of the PtDA to the workflow
in the hospitals. Furthermore, this allowed us to identify and
anticipate potential implementationissues. Intheoriginal IPDAS
development process model, attention to the implementation of
PtDAs s limited [18,35]. However, recent research has shown
that attention for and a successful implementation of are
essential for the effectiveness of the developed PtDA [26,27].
We recommend considering implementation as a central part
of the development of PtDAS.

During the development of the PtDA, we learned that dividing
the steering group into multidisciplinary groupsto perform rapid
prototyping (during the steering group sessions), followed by
adiscussion of the prototypeswith the complete steering group,
enables all steering group members to actively participate in
the design of the PtDA.. Especially in the design of the outcome
data in the PtDA (personal risks for LRRs and SPs and the
PROM regarding FCR), thiswas beneficial for the development
process as patients and HCPs were part of the steering group,
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and they could discuss how the outcome data would benefit
them the most within the SDM process. Cocresation is not
explicitly mentioned in the IPDAS criteria [18,25], but we
recommend that it should be part of the development of every
decision-support tool.

ZorgKeuzel_ab uses an approach in the cocreative design and
prototyping of PtDAS, consisting of the following steps: (1)
designing the summary sheet, (2) determining the structure and
content of the web-based deliberation tool, and (3) designing
the handout sheet. This meansthat we started designing the last
component of the PtDA. This made it easier to stay focused on
the scope and relevant content requirements of the PtDA (see
aso Sep 6: Prototyping under Methods). Therefore, we
recommend using this approach for the development of future
PtDAsin asimilar format.

Limitations

However, the developmental process of the PtDA has some
limitations. First, because we recruited patients for usability
and acceptability testing through the social media platform of
the BVN, we encountered relatively young patients who may

Acknowledgments

Ankersmid et al

have had more experience with computers and potentialy the
use of risk information. Second, because of COVID-19, usability
and acceptability testing was performed digitally, during which
we may not have been able to observe al relevant usability and
acceptability aspects, such as the use of the handout sheet and
the summary sheet in clinical practice. However, patients and
HCPs were satisfied with the web-based deliberation tool and
the linkages with the handout and summary sheets in general.
Finaly, we did not measure patients understanding of the
outcome data provided during apha testing. However, in the
beta testing phase, audio recordings of consultations in which
the PtDA is used are analyzed, and specific attention is given
to how patientsinterpret and react to the provided outcome data
and to the questions that they have.

Conclusions

In conclusion, we devel oped an acceptable and usable PtDA to
support SDM for personalized posttreatment surveillance after
breast cancer. The implementation and effects of the use of the
“Breast Cancer Surveillance Decision Aid” are being
investigated in aclinical trial [32].
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