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Abstract

Introduction: Shared decision making (SDM) requires an active role of both clinicians
and patients. We aimed to conceptualise patient readiness for SDM about
treatment, and to develop a patient questionnaire to assess readiness.

Methods: We used the results of a scoping review and a qualitative study to inform
the patient readiness construct. We conducted five additional rounds of data
collection to finalise the construct definition and develop the Patient Readiness for
SDM Questionnaire (Ready®™™) in an oncological setting: (1) longitudinal interviews
with patients with cancer during and after a treatment decision-making process; (2) a
pilot study among experts, clinicians, and patients for feedback on the concept and
items; (3) a field test among (former) patients with cancer to test item format and
content validity, and to reduce the number of items; (4) cognitive interviews with
people with low literacy to test the comprehensibility of the questionnaire; and (5) a
field test among (former) patients who faced a cancer treatment decision in the last
year, to test the content validity of the final version of the questionnaire.

Results: A total of 251 people participated in the various rounds of data collection.
We identified eight elements of patient readiness for SDM about treatment: (1)
understanding of and attitude towards SDM; (2) information skills; (3) skills in
communicating and claiming space; (4) self-awareness; (5) consideration skills;
(6) self-efficacy; (7) emotional distress; and (8) experienced time. We developed the
20-item Ready®®M to retrospectively measure these elements in an oncological
setting.

Conclusion: We conducted a thorough procedure to conceptualise patient readiness
and to develop the Ready®®™. The questionnaire aims to provide novel insights into
ways to enhance SDM in daily practice.

Patient or Public Contribution: Multiple people with lived experience were involved
in various phases of the study. They were asked for input on the study design, the
conceptualisation of readiness, and the development of the questionnaire.

This is an open access article under the terms of the Creative Commons Attribution License, which permits use, distribution and reproduction in any medium,

provided the original work is properly cited.
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1 | INTRODUCTION

Shared decision making (SDM) is highly recommended for many
decisions in clinical practice, and especially those that are preference-
sensitive, that is, decisions where multiple medically reasonable
options exist and the patient's values and preferences are important
in selecting the best option.! A majority of patients prefer to be
involved in decision making.2* However, SDM does not yet
frequently occur in daily practice.2°® In the SDM process both the
clinician and the patient need to take an active role.?1° For instance,
clinicians need to determine the available treatment options, explain
that a decision has to be made for which the patient's opinion
matters, provide information, and get to know their patients and their
preferences.” The active role of patients also consists of various
behaviours. During consultations, patients may need to ask ques-
tions, express their thoughts and feelings, consider the options, and
express preferences. Outside of consultations, patients may need to
access information, consider the options, and discuss the decision
with significant others.” Patients may struggle with some or all of
these SDM tasks, and patients may not always feel ready (i.e., well
equipped and enabled) to participate in SDM,'! at any one time
during the decision-making process.

In a previous qualitative study, we identified five elements that
may constitute patient readiness for SDM about treatment.** Accord-
ing to this study, patients may need to (1) understand their role in
SDM and have a positive attitude towards involvement; (2) be able to
absorb and understand the relevant information; (3) be able to
communicate with their clinician and claim space to express
themselves; (4) be aware of their goals and values; and (5) be able
to consider the different options and have insight into the possible
consequences for their personal lives. We were aware that the
elements we had identified may not be exhaustive, and that other
elements may also play a role.x"** The extent to which patients feel
ready likely fluctuates throughout the decision-making process.
Fluctuations can be caused by various factors, such as the complexity
of information,'* the communication with the clinician, and the
patient's physical and emotional state.**'® Patients may thus feel
more or less ready to be involved in SDM at different time points
during the SDM process (i.e., before, during, in-between, or after
consultations, until a final decision is made). To become more ready
for SDM, and therefore enhance SDM in clinical practice, patients
may need support during this process. Patient decision aids have
been developed to support patients in SDM, and have been
demonstrated to help patients by increasing knowledge and clarifying
values.'® However, these aids do not address other aspects that may

M,121718 gch as a good

be needed for patient involvement in SD
patient-clinician relationship and emotional support.*>” Patients
may also need to perceive that they have the opportunity and

personal ability to be involved, and to consider what is most

important to them given the decision they face.’® To understand
what support patients may need to become more ready for SDM, we
first need to fully understand what constitutes readiness. Therefore,
our first aim was to conceptualise patient readiness for SDM about
treatment.

We also need insights into what elements of readiness patients
generally struggle most with. A patient self-report questionnaire for
use in research would allow the identification of the most common
challenges patients face in being actively involved in SDM, and of
factors that may hinder readiness. Such insights would allow for the
identification of general support needs among (subgroups of)
patients. To measure readiness, several aspects need to be
considered. First, fluctuations in readiness throughout the SDM
process make it challenging to meaningfully measure readiness at the
start or in the middle of this process, as this could lead to an
unreliable indication of a patient's overall level of readiness.
Therefore, it is most relevant to measure patients' self-reported
level of readiness throughout a decision-making process shortly after
the decision has been made. This way, patients can reflect on how
they felt overall throughout the process. Second, the specific aspects
of readiness that are most relevant to measure may differ between
settings. Therefore, it may be important to focus on one specific
setting. In oncology, preference-sensitive decisions are common,?
making SDM highly relevant.! Despite the general preference for the
involvement of patients with cancer,?2°2% the occurrence of SDM is

low.2>%

Involvement may be particularly difficult due to the
emotional impact of the diagnosis,'* real or perceived time
constraints,** and decision complexity.17'19 Thus, our second aim
was to develop a questionnaire to retrospectively measure patient
readiness for SDM about cancer treatment shortly after the decision
was made. It is our ambition to raise awareness among clinicians that
patients wish to participate in SDM but may not always be ready to
be involved. A questionnaire measuring readiness has the potential to
provide the necessary evidence on what areas of readiness patient
struggle most with, and to detect potential associations with patient-
and context-related characteristics, and may thus inform the design

of effective support.

2 | METHODS

2.1 | Design

We aimed to conceptualise patient readiness for SDM about
treatment, and to develop a questionnaire to measure the extent to
which patients with cancer felt ready for SDM. We used the
COnsensus-based Standards for the selection of health Measurement
Instruments (COSMIN) checklist as a guideline.24 Sample sizes were
determined based on the recommendations of the COSMIN checklist.
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To measure patient readiness, we assumed a formative measurement
model, that is, the underlying elements define the construct.?® The
individual items contribute a part of the construct of readiness, and
together the items form, rather than reflect, the construct. The
elements may, but do not necessarily need to, correlate with each
other. For example, patients may have a positive attitude towards
involvement, but have difficulties with understanding information
about treatment options.

We conducted semi-structured longitudinal interviews with
patients with cancer. We integrated the findings with those of

1114 and input from the advisory committee. We

previous studies
developed provisional items to measure readiness and conducted a
pilot test, a field test, a comprehensibility test, and a second field test
to develop the final questionnaire. The Medical Ethical Committee of
the Leiden University Medical Center (LUMC) provided exemption
for ethical approval of the study protocol (P17.121), according to

Dutch Law.

2.2 | Conceptualisation and item pool creation

1114 we wished to

In addition to previous research of our group,
further clarify what patient readiness for SDM about treatment
entails. A limitation of the previous interview study was the inclusion
of patients who faced a decision in the past 6 months, meaning that
patients may not have fully remembered how they experienced this
process. Further, by interviewing patients at one time point only, we
were limited in our understanding of how readiness may potentially
change over time. Therefore, we interviewed patients with cancer
throughout the decision-making process. We included patients who
were currently facing a treatment decision (i.e., a decision to start,
forego, change, or stop cancer treatment). Seven clinicians at LUMC
agreed to recruit patients. Patients who were interested, received
study information and could contact the researchers or indicate that
the researchers could contact them. Patients who agreed to
participate and provided informed consent were interviewed at
three time points: (1) when they knew a decision had to be made; (2)
1-2 weeks after the decision had been made; and (3) approximately
2 months after the decision had been made. Interviews took place at
LUMC or by phone. The semi-structured interviews were conducted
by a female researcher (S. K.) or research assistant (N. v. D.), both
trained and experienced in conducting interviews.

Before the first two interviews participants received a short
guestionnaire about sociodemographic characteristics and how they
felt about the decision. At the start of the interview, we described
what SDM entails. This description was informed by two models.?*?°
A summary was placed in front of the participant during the interview
(Appendix SA). Patients were asked about what they believe patients
need to be able to do to participate in SDM. The interview guides can
be found in Appendix SB. Participants received a small present after
each interview to thank them for participating. Interviews were
audio-recorded and transcribed verbatim. For the analyses we built
upon the coding list and categorisation as developed in our previous

qualitative study on patient readiness.!? We used Atlas.ti for the
analyses. Transcripts were coded by N. v. D. and checked by S. K.
Disagreements were resolved in consensus. Codes were categorised
thematically by S. K. and N. v. D. Codes and categories were added or
renamed when considered necessary, leading to a list of elements of
readiness. We sent a document containing a provisional list of (sub-)
elements to the advisory committee members (consisting of clinicians
who work in oncology, healthcare communication experts, and
oncology patient representatives) and asked them to provide written
feedback. We discussed and considered the results of longitudinal
interviews, the results of the scoping review!! and the feedback
provided by the advisory committee. We then defined the provisional
list of elements and subelements of readiness. Next, we developed a
minimum of four potential items for each subelement. We aimed for

items to be short and comprehensive.

2.3 | Pilot test

We conducted a pilot test among healthcare communication experts,
clinicians, and (former) patients. Experts and clinicians were recruited
through our network. The (former) patients were members of cancer
patient organisations who were involved in our advisory committee.
We sent participants a document containing the provisional list of
(sub-)elements, and asked for written feedback on the relevance and
completeness of the list. We also asked the experts for feedback on
the relevance and completeness of the item pool. Participants could
provide their feedback in the provided document. We discussed and
considered their feedback and adapted the list of (sub-)elements and

items.

24 | First field test

We included people with a (former) diagnosis of cancer, aged 218
years, and able to understand and write Dutch. We recruited
participants through a Dutch online panel (kanker.nl). People with a
(former) diagnosis of cancer and an interest in participating in
research focused on living with cancer can register themselves for
this panel. Panel members who met the inclusion criteria were
approached once by email. The email was sent by the panel manager
and contained a link to the survey. Information about the study was
provided on the first page, after which participants provided
informed consent by checking a box. Participants were asked about
their age, gender, educational background, and diagnosis.

We asked participants for their opinion on the format of the
items. For three example items we asked if they preferred items to be
formulated as statements (e.g., ‘| understood that it was important to
voice my opinion’) or questions (e.g., ‘Did you understand that it was
important to voice your opinion?’).

For the remainder of the survey, participants were randomly
assigned to evaluate two or three elements, to limit burden. For each

element, we showed the subelements we identified so far, and asked
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participants' opinions on: (1) which subelements were most important
for a specific element; (2) if any subelements were not relevant; and
(3) if any subelements were missing. We then showed each
subelement with the suggested items, formulated as questions, and
asked participants' opinions on which items they considered most
suitable.

The survey was anonymous. Consequently, we could not identify
participants. The survey did further not allow participants to save
their answers; participants had to start over if they closed the survey
before completion. It is likely that some initiated the survey multiple
times. We prioritised including unique responses over having more
data and thus retained only fully completed questionnaires, assuming
these were data from different participants.

We tested participant preference for response option format
using one-sample x? tests. The results informed our final choice. The
guestionnaire was further adapted based on predefined decision
rules (Appendix SC) and discussion (S. K. and A. P.).

2.5 | Comprehensibility test

Two female advisors from Pharos (Dutch Centre of Expertise on
Health Disparities) conducted cognitive interviews with adults with
low literacy levels. Interviews took place in person or through video
calling. The interviewers took notes during the interviews. Partici-
pants were shown a draft questionnaire. Participants were asked to
read the introduction text and the items aloud and reflect on what
they believed it meant. They were asked if the introduction text and
items were clear or should be rephrased, and if so, they were asked
for suggestions for improvement. For certain items, participants were
shown multiple formulations and asked to select the clearest one.
Participants were also asked about the clarity of the response scale
and how they would experience filling in the questionnaire. Based on
the results of the interviews, the advisors from Pharos provided
suggestions to improve the comprehensibility of the questionnaire.
We adapted the questionnaire based on these suggestions.

2.6 | Second field test

We conducted a second field test to assess the comprehensiveness
and relevance of the 20 provisional items of the questionnaire and to
test the response scales. Participants were recruited through the
same online panel as in Field test 1. Only people who had been
diagnosed with cancer between 2021 and 2023 were approached.
Recruitment and informed consent were conducted as in Field test 1.
Additional recruitment was conducted at the LUMC. Ten medical
specialists and three nurses agreed to recruit patients. Patients who
were interested received study information, a consent form, and a
guestionnaire on paper. The informed consent form and question-
naire could then be handed in at reception or sent back to the

researchers.

We included people who had faced a cancer treatment decision in
the past year, and were aged 218 years and able to understand and write
Dutch. Participants were asked about their age, gender, educational
background, and diagnosis. Then, participants were asked to complete
the provisional Patient Readiness for SODM Questionnaire (Ready*°™).
Participants were randomly assigned to fill out the questionnaire with
either the provisional four-point response scale or a five-point response
scale included for comparison. We compared the results of the four-
point against the five-point scale, to ensure the provisional four-point
scale did not show lower variability or higher ceiling effects.

Participants recruited through the online panel were further
asked whether any items were missing or redundant, and how they
experienced filling in the questionnaire. Results were analysed based
on predefined decision rules (Appendix SC). Decisions were made in
consensus (S. K., A. P., A. S.) and the final version of the questionnaire
was translated to English by a translation agency through forward-
backward translation.

3 | RESULTS

The conceptualisation and questionnaire development process is
depicted in Figure 1.

3.1 | Sample characteristics

In total, we included 239 (former) patients, seven adults with limited
literacy, five professionals (a medical oncologist, geriatrician, pulmo-

nologist, and two healthcare communication experts; Table 1).

3.2 | Conceptualisation and item pool creation

We conducted longitudinal interviews with seven patients, of whom
we interviewed six at three time points and one at two time points;
the patient had passed away at the time of the third interview. We
did not identify any new themes in the last three interviews.
Overall, the results of the longitudinal interviews were in line with
the results of our previous qualitative study.'* The complete code list
can be found in Appendix SD. We identified a sixth element of patient
readiness: self-efficacy, that is, the extent to which patients believe they
are capable of participating throughout the decision-making process.

This element had not been identified in the previous interview study.

Look, some people will absolutely not want it [...] people
do not, they do not feel capable of that either. Also not
competent. Or afraid they'll make mistakes or ask silly

questions. (P703, female patient, third interview)

We had previously identified emotional distress as a factor

that could affect various elements of readiness.!! In the
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Adaptations made based on the results of each phase

Interviews!

5 elements
Scoping review,* longitudinal interviews, advisory
committee input
* Rephrased one element
c * Included two more elements based on new insights
;4% * Defined subelements for each element
% * Developed initial item pool
= 7 elements
o 30 subelements
‘g’ 139 items
o Pilot test
* Included one new element
* Included three new subelements
* Expanded and improved the item pool
8 elements
33 subelements
164 items
Field test 1
* Selected sub-elements rated as most relevant
* Selected items rated as most suitable
- * Improved clarity of items
@ * Decided to phrase items as questions
5
% 8 elements
5 19 subelements
= 35 items
IS
2
- Comprehensibility test
* Selected preferred formulations of certain items
* Improved clarity of introduction text and items
* Rephrased the five-point response scale and developed a
four-point response scale to test in next phase
8 elements
19 subelements
20 items
Field test 2
* Decided to use the four-point response scale
8 elements
19 subelements
20 items

FIGURE 1 Conceptualisation and questionnaire development process.

longitudinal interviews, participants further emphasised the role of Especially if | compare myself now to [myself] in the
emotional distress throughout the SDM process. Emotional beginning ... in the beginning you get such a slap on
distress can make it difficult to be involved and for patients to the head, for me it was really from one minute to the
express themselves. next, then you are just kind of numb. Then you may
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TABLE 1 Participant characteristics.
Field test 2
Longitudinal Comprehensibil- Content
interviews Pilot test  Field test 1 ity test Total validity
(Former) patients (N) 7 3 152 - 77 61
Age (years) Md =67 - M=619 M=592 M=58.1
Range: 56-75 SD=10.5 SD=11.8 SD=122
Range: 32-82 Range: 28-82 (1 missing, Range: 28-78
based on n=76)
Female (n) 4 2 77 45 36
Education level® (n) -
Low 5 10 8 6
Medium 1 43 27 21
High 1 97 42 34
Missing - 2 - -
Type of cancer diagnosis® (n)
Brain - - 4 7 2
Breast 2 - 32 24 17
Digestive tract - 2 24 12 9
Female genital organs . N 14 9 9
Haematological 2 - 19 7 6
Head and neck - 1 7 1 1
Lung 1 - 12 7 7
Male genital organs - - 31 10 9
Skin - - 6 4 1
Urinary tract 2 - 16 1 1
Other® - - 11 1 1
Professionals (N) - 5 - - -

Adults with low literacy (N) - -
Age (years)
Female (n)

Abbreviations: M, mean; Md, median; SD, standard deviation.

7 —
Range: 30-76
5

2Classified according to Statistics Netherlands, Education categorisation standard 2021.27

PParticipants could select more than one type of cancer diagnosis.

“Diagnoses selected by less than five participants in total were categorised as ‘Other’.

not always ask the right questions right away. (P703,

female patient, third interview)

Emotional distress may also hinder a patient's ability to make a

proper decision.

And if you are in a better emotional position, you can
also make a better treatment decision. If you're just
completely [emotionally] paralyzed and you think
‘whatever, it just has to be done'. That's not entirely
fair of course. (P706, female patient, first interview)

Being involved in SDM can also be experienced as difficult and
can cause emotional distress. The importance of emotions in patient
readiness was also highlighted in our scoping review of qualitative

h.1* We therefore decided to include emotional distress as a

researc
seventh element.

The importance of experienced time was further emphasised and
clarified. Participants described needing an adequate amount of time.
They described needing sufficient time for processing their diagnosis,
talking to the clinician, and considering the options. Some partici-
pants also mentioned that having too much time to consider the

decision can make it more difficult to decide.
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And then you are already three weeks further and in
those three weeks that uncertainty and fear and ‘what
should | do’, so actually deciding, is getting more and
more difficult. Then you get more and more in your
head, more and more, yes then you become more
and more insecure. (P706, female patient, second

interview)

We integrated the findings of the previous studies,'*** the
longitudinal interviews, and the feedback from advisory commit-
tee members on a provisional list of (sub-)elements. At the end of
this phase, we drafted a list of seven elements (i.e., the five
previously identified elements, self-efficacy, and emotional
distress) and 30 subelements. We then created an initial item
pool. We formulated 4-10 items per subelement, leading to a
total of 139 items. We aimed to develop short and comprehensi-
ble items.

3.3 | Pilot test

All patient representatives and professionals (N=8) who were
approached completed the pilot test. Based on their feedback, some
items were reworded, removed, or added. We further considered
the results of all previous steps combined, and decided to include
experienced time as a new element, rather than as a factor that can
influence elements of readiness. We included a total of three more
subelements. The list of (sub-)elements can be found in Appendix SE.
The total item pool consisted of 164 items.

3.4 | Field test 1

We presented the eight elements and 33 subelements to participants
in an online survey. A total of 152 participants completed the entire
survey. There was no difference in perceived clarity between items
formulated as statements or questions (X? (1, N = 152) = 1.29, p = .26;
X? (1, N=152)=0.11, p=.75; X* (1, N=152)=0.03, p = .87). Based
on our predefined rules we decided to keep the items phrased as
questions, as this is considered to be easier to understand for people
with limited (health) literacy.?®

The relevance of each subelement and corresponding draft items
was rated by 49-54 participants. Decisions were made based on pre-
defined rules (Appendix SC), comments from participants, and
extensive discussions (S. K. and A. P.). Final decisions were made in
consensus. In this phase, some subelements were reworded, grouped,
or removed, leading to a final list of 19 subelements (Box 1;
Appendix SE). We developed a draft questionnaire with a five-point
response scale (not at all, a little, for a large part, almost completely,
completely). We aimed for one item per subelement, with the
exception of the subelement ‘The patient understood the probabilit-
ies of benefits and risks’, for which we developed two separate items

regarding benefits and risks of treatment options. At this stage, we

BOX 1. Subelements of Patient Readiness for
shared decision making (SDM) about treatment
that are included in the Ready*°M

Understanding of and attitude towards SDM

The patient understood that his/her opinion was important.
The patient was open to participation.

Information skills

The patient understood the information about the different
treatment options.

The patient understood the probabilities of benefits and
risks.

The patient could find more information if desired.

Skills in communicating and claiming space

The patient dared to express him/herself.

The patient could listen to what the clinician was saying.
The patient dared to ask questions.

The patient felt that what he/she had to say mattered.
Self-awareness

The patient was aware of his/her values and preferences.
The patient was aware of his/her needs in the decision-
making process.

Consideration skills

The patient could envision the consequences of potential
treatment options for his/her personal life.

The patient was able to compare the different treatment
options.

Self-efficacy

The patient felt capable of being involved in SDM.
Emotional distress

The patient felt sufficiently calm.

The patient was not too afraid to receive information about
the treatments and their consequences.

The patient did not experience involvement in SDM as too
much of an emotional burden.

Experienced time

The patient experienced sufficient time to talk to the
clinician.

The patient experienced an appropriate amount of time to

think about the options.

still included multiple formulations for certain items to be tested in

the comprehensibility test.
3.5 | Comprehensibility test
Cognitive interviews were conducted with seven participants with

low literacy. Participants rated the clarity of the draft questionnaire
with an average of 6.7 on a scale from 1 (not at all comprehensible) to
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10 (very comprehensible). Suggested improvements to the introduc-
tion text included shortening sentences, clarifying phrases, and
leaving out complicated words (such as ‘diagnosis’). Participants
provided feedback on the individual items and gave suggestions for
enhancing clarity, such as, where possible, using the word ‘choice’
rather than ‘decision’. Participants were presented with multiple
formulations for certain items and chose their preferred option.
The suggested five-point scale was not clear to everyone. Some
participants did not understand the difference between ‘for a large
part’ and ‘almost completely’. They recommended a response scale
with fewer options to ensure the difference between the options
would be bigger. Specifically, they recommended a three-point scale.

We created a new version of the questionnaire based on the
suggested improvements. We decided against a three-point response
scale, as the recommended minimum number of response options for
a valid and reliable questionnaire is four.2’ We therefore developed a
provisional four-point (not at all; a little; for a large part; absolutely)
scale and a rephrased five-point (not at all; hardly; partly; for a large

part; absolutely) scale.

3.6 | Second field test

In total, 77 participants completed the provisional Ready>®™. Thirty-three
participants were randomised to the four-point response scale,
44 participants to the five-point response scale. The four-point response
scale showed similar ceiling effects and only slightly lower variability
compared to the five-point scale (Appendix SF). As in the comprehensi-
bility testing phase it was recommended to use a response scale including
fewer than five options, we decided to include the four-point scale in the
final questionnaire. Participants who also completed the content validity
questions (n = 61) were generally positive about the content and clarity of
the questionnaire. No items were added, reworded, or removed based on

the results of the content validity assessment.

3.7 | Final questionnaire

The final selection of the subelements that are included in the
questionnaire is depicted in Box 1. The final version of the Ready*°M
is depicted in Box 2. Each item is scored on a four-point scale, ranging
from ‘not at all’ (0) to ‘absolutely (3). As we assume a formative
measurement model, it is appropriate to report scores per element.
Element scores can be calculated by taking the average of the items
of the relevant element (range: 0-3). Total scores could be calculated

by taking the sum of the element scores (range: 0-24).

4 | DISCUSSION

Patients generally prefer to be involved in SDM,?* but may not
always be ready to be fully involved throughout the decision-making
process. We conducted a thorough process to conceptualise patient

readiness for SDM about treatment, and to develop a questionnaire
for research to assess readiness in patients with cancer looking back
on a decision process. The questionnaire aims to provide better
insight into ways to support patients in SDM, and thereby to enhance
SDM in daily practice.

Our final conceptualisation of patient readiness consists of both
the five elements as previously identified,'* with small adjustments in
names and subelements based on new insights, and three new
elements. First, we included self-efficacy as a new element. A
patient's belief in their capability of participating in SDM is
considered part of what makes that a patient is ready to be
involved.}?1* Self-efficacy may change throughout the process,
where for example, positive experiences with sharing thoughts and
values may increase patient's self-efficacy to be involved.'®

Second, we included two elements that we had previously
identified as characteristics that may affect specific elements*? rather
than elements by themselves: emotional distress and experienced
time. Emotional distress was previously described to affect the extent
to which patients can absorb information, communicate effectively,
consider the options, and feel motivated for SDM. Emotions may also
help patients in becoming clear on what matters to them.!! In the
longitudinal interviews and scoping review,** the role of emotional
distress was further clarified. Emotional distress can inhibit patients
from being able to think about the decision and therefore to be
involved. Patients are likely to experience distress due to their
diagnosis, and some patients may experience distress from being
expected to participate in SDM.** To be involved in SDM, patients
may need support to cope with these emotions during the decision-
making process.

Next, experiencing insufficient time is one of the most commonly
reported barriers for SDM.%° Patients need time to communicate
with their clinician, to become informed, and to consider the
options.*1214 At the same time, the longitudinal interviews showed
that some participants also experienced too much time, as they
experienced anxiety and uncertainty while waiting to discuss the
decision and for their treatment to commence. Patients may need
support in asking for the time they need, and for taking an
appropriate amount of time to consider the options. Clinicians can
play a role in reducing perceived time pressure, for instance, by
making the patient feel that they are the centre of their attention
during consultations.3! Further, it may help to openly discuss the
amount of time that is available to make the decision, as well as how
much time the patient needs and wants to consider the options.

Readiness likely fluctuates over time throughout the decision-
making process. The questionnaire aims to retrospectively measure a
patient's overall level of readiness throughout the entire decision-
making process, and is thus designed to be administered shortly after
making the decision. Use of the questionnaire in research may
provide new insights into what aspects of readiness patients struggle
most with in general. It can further help to identify patient-, decision-,
clinician-, and healthcare context-related factors® that may affect
the elements of readiness in different stages of the decision-making
process, both in- and outside of clinical encounters. This may be
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BOX 2. Ready>"M

Participating in the decision-making process about cancer
treatment

You and your doctor or nurse have made a choice together
concerning how to treat your cancer.

You will receive a questionnaire on the next page. It deals
with what it was like for you to participate in the decision-
making process about your treatment.

When a patient has cancer, there are often different
treatment options to choose from.

e Treatments to cure the disease.
e Treatments to reduce the symptoms.

e Or a monitoring-only treatment with regular check-ups.

Please read the questions carefully. Consider all the

conversations and information you have had about the

possible treatments, and the time you had to think about

these. For each question, tick the answer that fits best.

There are no right or wrong answers. It's your opinion that

counts.

Your answers will remain anonymous. Only the researchers

of this questionnaire will see your answers. Your answers

will not be shared with your doctor or nurse.

Topic 1: Making the decision together

1. Did you know that you could participate in the

decision-making process about which treatment was
best for you?

Not at all A little For a large part Absolutely

[m] a o m]

2. Did you want to participate in the decision-making

process about the different treatment options?
Topic 2: Information about the treatments

3. Did you understand the information about the differ-
ent treatments available to you?

4. Did you know where to find or get more information if
you wanted it?

5. Did you understand how likely the treatments were
to work?

6. Did you understand how likely the treatments were to
cause side effects?

7. Did you fully understand what the consequences of
the different treatments could be for you?

8. Were you able to compare the different treatment

options?

WILEY—L 2™

Topic 3: Conversations with the doctor or nurse
9. Were you able to follow the conversation with the
doctor/nurse?

10. Were you able to ask all your questions?

11. Did you feel safe enough to say everything to the
doctor/nurse?

12. Did you feel that what you had to say was important?

13. Did you have enough time to talk to the doctor/nurse?

Topic 4: Feelings

14. Did you feel calm enough to be able to participate in
the decision-making process?

15. Did you find it unpleasant to participate in the
decision-making process?

16. Did you also want to know about any unpleasant
aspects of the different treatment options?

Topic 5: Your preferences and wishes

17. Did you know what was important to you in the
decision about the treatment?

18. Was the amount of time you had to think about it
appropriate for you?

19. Did you know what you needed to be able to
participate in making the decision about the treat-
ment? (e.g., time to think, information, or to talk to
someone about it)

20. Did you feel that you could participate in making the
decision?

useful to identify support needs of patients, and to identify ways for
clinicians to detect and enhance patient readiness in consultations,
and thereby SDM in daily practice. The Ready>®™ retrospectively
assesses the eight identified elements of readiness, capturing a wide
variety of self-perceived skills, cognitions, and emotions. Decision
aids can be useful to support patients in elements such as information
and consideration skills. Patients who struggle with other elements of
readiness, such as emotional distress or communication skills, likely

need additional or different support to become more ready for SDM.

41 | Strengths and limitations

We used a multifaceted approach to conceptualise patient readiness
and develop the Ready®®™. The conceptualisation of readiness was
based on previous research complemented with new data. We
interviewed patients with cancer at three time points during and after
the decision-making process. This allowed us to get a better
understanding of their experiences and needs throughout the
process, and it shed further light onto how readiness may fluctuate

over time. These longitudinal interviews allowed participants and
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interviewers to get to know each other, and for patients to reflect on
the questions in between interviews. This may have enriched their
responses. We then conducted multiple rounds of data collection to
develop a questionnaire that is comprehensible, relevant, and

comprehensive. To ensure the Ready>™™

is suitable for a large group
of patients, we tested the comprehensibility among a group of adults
with low literacy, and adapted the items based on their feedback.
Our results should also be considered in light of some limitations.
First, though we had aimed to include patients with different
educational backgrounds, most participants in the field tests had a
high educational background. This may have resulted in biases towards
what elements and items participants considered most important.
Second, we only included complete responses in the first field test,
meaning that we may have lost some relevant information. Third, in
the second field test we included patients who had faced a decision in
the past year. After nearly a year participants may not have fully
remembered the decision-making process anymore, and their answer

may have been affected by experiences in the meantime.

4.2 | Clinical and research implications

Clinicians should be aware that patients may not always be ready to be
involved in SDM about treatment. This does not mean that SDM is not
possible or should not be attempted, but that patients may need
support in the various demands that SDM imposes on them. Patients
may need support for one or more of the elements of readiness. For
instance, patients may need support in becoming clear on their needs
in the decision-making process, expressing their concerns and
questions, and coping with emotional distress. Support needs likely
differ between patients. Within patients, support needs may also differ
between and within decision-making processes. The Ready*®™ has the
potential to provide better insight into what areas of readiness patient
struggle most with, and to detect potential associations with patient-
and context-related characteristics. Before using the questionnaire,
further research needs to be conducted to determine its psychometric
properties. Further, the construct of readiness was defined regardless
of diagnosis, yet the questionnaire has been developed in an
oncological setting. The questionnaire is likely to be relevant for other
types of treatment decisions as well. Still, it is possible that there are
differences in what subelements patients find most relevant for the
assessment of readiness in other settings. Therefore, before using the

SDM

Ready in other settings, it is recommended to first conduct a field

test among the target population to determine content validity.

5 | CONCLUSION

A variety of elements contribute to the extent to which patients feel
ready to be involved in SDM about treatment. Readiness is expected
to vary within patients across the decision process. The Ready*®™
could be used in research to study which elements of readiness

(subgroups of) patients with cancer encounter the most challenges

with, and to identify their support needs. Further research needs to

be conducted to determine its psychometric properties.

AUTHOR CONTRIBUTIONS

Sascha M. Keij: Writing—original draft; methodology; formal analysis;
investigation; data curation; project administration. Anne M.
Stiggelbout: Funding acquisition; writing—review and editing; meth-
odology; supervision; conceptualisation. Arwen H. Pieterse: Funding
acquisition; writing—review and editing; methodology; supervision;
conceptualisation; data curation; investigation; formal analysis;

project administration.

ACKNOWLEDGEMENTS

The authors thank Nanny van Duijn-Bakker (Department of Biomedical
Data Sciences, Leiden University Medical Center, Leiden, The Nether-
lands) for her help with conducting the longitudinal interviews, and
Dr. Hanna Bomhof-Roordink (Department of Biomedical Data Sciences,
Leiden University Medical Center, Leiden, The Netherlands) for her
advice on questionnaire development. The authors thank Peter Heine
(kanker.nl) for his help with the recruitment of participants for the field
tests, and Eline Heemskerk and Sevde Koca (Pharos, The Netherlands)
for conducting the comprehensibility test. The authors thank the
members of our advisory committee who provided feedback on the
elements and subelements, including the representatives of the Dutch
Federation of Cancer Patient Organisations (NFK), Patiéntenvereniging
Hoofd-Hals (PVHH) and Stichting Darmkanker. The authors thank all
participating patients, adults with low literacy, clinicians, and healthcare
communication experts for their time and dedication. This work was
financially supported by the Dutch Cancer Society, grant number 11710.
The funding agreements ensured the authors' independence in designing

the study, interpreting the data, writing and publishing the report.

CONFLICT OF INTEREST STATEMENT
The authors declare no conflicts of interest.

DATA AVAILABILITY STATEMENT
The data that support the findings of this study are available from the

corresponding author upon reasonable request.

ETHICS STATEMENT

The Medical Ethical Committee of the Leiden University Medical
Center (LUMC) provided exemption for ethical approval of the study
protocol (P17.121), according to Dutch Law.

ORCID
Sascha M. Keij
Anne M. Stiggelbout
Arwen H. Pieterse

http://orcid.org/0000-0002-7181-1439
http://orcid.org/0000-0002-6293-4509
http://orcid.org/0000-0001-6395-0052

REFERENCES

1. van der Horst DEM, Garvelink MM, Bos WIJW, Stiggelbout AM,
Pieterse AH. For which decisions is shared decision making considered
appropriate?—A systematic review. Patient Educ Couns. 2023;106:3-16.

85U801 7 SUOWILLIOD BAIERID 3|deatdde 3y} Aq pauRA0B 88 SS[1e YO ‘SN 0 S8INJ J0j ARIqIT 3UIIUO AB|I/V\ UO (SUO 3 IPUOD-pUB-SLULBYWOD A8 |IM"ARRJq 1 BU1|UO//SA1Y) SUORIPUOD PUe SWie 1 84} 83S *[5202/70/TT] U0 AXiqiT8ulluo A8 |IM ‘SE6ET XRU/TTTT OT/I0P/W00 A8 1M AeIq Ul U0//SARY WO14 papeojumoq ‘Z ‘7202 ‘GZ9.69ET


http://orcid.org/0000-0002-7181-1439
http://orcid.org/0000-0002-6293-4509
http://orcid.org/0000-0001-6395-0052

KEIJ ET AL

10.

11.

12.

13.

14.

15.

16.

17.

Noteboom EA, May AM, van der Wall E, de Wit NJ, Helsper CW.
Patients' preferred and perceived level of involvement in decision
making for cancer treatment: a systematic review. Psychooncology.
2021;30(10):1663-1679.

Driever EM, Stiggelbout AM, Brand PLP. Patients' preferred and
perceived decision-making roles, and observed patient involvement
in videotaped encounters with medical specialists. Patient Educ
Couns. 2022;105(8):2702-2707.

Patiéntenfederatie Nederland. Patiéntenmonitor: samen beslissen in
de zorg. April, 2020. Accessed January 7, 2024. https://www.
patientenfederatie.nl/downloads/monitor/201-patientenmonitor-
samen-beslissen-in-de-zorg/file

Kuijpers MMT, Veenendaal H, Engelen V, et al. Shared decision
making in cancer treatment: a Dutch national survey on patients'
preferences and perceptions. Eur J Cancer Care. 2022;31(1):e13534.
Kunneman M, Engelhardt EG, Ten Hove FL, et al. Deciding
about (neo-)adjuvant rectal and breast cancer treatment: missed
opportunities for shared decision making. Acta Oncol. 2016;55(2):
134-139.

Sanders ARJ, Bensing JM, Essed MALU, Magnée T, de Wit NJ,
Verhaak PFM. Does training general practitioners result in more
shared decision making during consultations? Patient Educ Couns.
2017;100(3):563-574.

Driever EM, Stiggelbout AM, Brand PLP. Shared decision making:
physicians' preferred role, usual role and their perception of its key
components. Patient Educ Couns. 2020;103(1):77-82.
Bomhof-Roordink H, Fischer MJ, van Duijn-Bakker N, et al. Shared
decision making in oncology: a model based on patients', health care
professionals', and researchers’ views. Psychooncology. 2019;28(1):
139-146.

Bomhof-Roordink H, Gartner FR, Stiggelbout AM, Pieterse AH. Key
components of shared decision making models: a systematic review.
BMJ Open. 2019;9(12):e031763.

Keij SM, van Duijn-Bakker N, Stiggelbout AM, Pieterse AH. What
makes a patient ready for shared decision making? A qualitative
study. Patient Educ Couns. 2021;104(3):571-577.

Joseph-Williams N, Elwyn G, Edwards A. Knowledge is not power
for patients: a systematic review and thematic synthesis of patient-
reported barriers and facilitators to shared decision making. Patient
Educ Couns. 2014;94(3):291-309.

Waldron T, Carr T, McMullen L, et al. Development of a program
theory for shared decision-making: a realist synthesis. BMC Health
Serv Res. 2020;20(1):59.

Keij SM, Lie HC, Laidsaar-Powell R, et al. Patient-related character-
istics considered to affect patient involvement in shared decision
making about treatment: a scoping review of the qualitative
literature. Patient Educ Couns. 2023;111:107677.

Griffioen IPM, Rietjens JAC, Melles M, et al. The bigger picture of
shared decision making: a service design perspective using the care
path of locally advanced pancreatic cancer as a case. Cancer Med.
2021;10(17):5907-5916.

Stacey D, Legare F, Lewis K, et al. Decision aids for people facing
health treatment or screening decisions. Cochrane Database Syst Rev.
2017;4:CD001431.

Covvey JR, Kamal KM, Gorse EE, et al. Barriers and facilitators to
shared decision-making in oncology: a systematic review of the
literature. Supp Care Cancer. 2019;27:1613-1637.

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

Wl LEY 110f 11

Griffioen |, Melles M, Stiggelbout A, Snelders D. The potential of
service design for improving the implementation of shared decision-
making. Design Health. 2017;1(2):194-209.

Kane HL, Halpern MT, Squiers LB, Treiman KA, McCormack LA.
Implementing and evaluating shared decision making in oncology
practice. CA Cancer J Clin. 2014;64(6):377-388.

Gaston CM, Mitchell G. Information giving and decision-making in
patients with advanced cancer: a systematic review. Soc Sci Med.
2005;61(10):2252-2264.

Colley A, Halpern J, Paul S, et al. Factors associated with oncology
patients' involvement in shared decision making during chemo-
therapy. Psychooncology. 2017;26(11):1972-1979.

Rood JAJ, Nauta IH, Witte BI, et al. Shared decision-making and
providing information among newly diagnosed patients with
hematological malignancies and their informal caregivers: not “one-
size-fits-all". Psychooncology. 2017;26(12):2040-2047.

Chewning B, Bylund CL, Shah B, Arora NK, Gueguen JA, Makoul G.
Patient preferences for shared decisions: a systematic review.
Patient Educ Couns. 2012;86(1):9-18.

Mokkink LB, Prinsen CAC, Patrick DL, et al. COSMIN Study Design
checklist for patient-reported outcome measurement instruments.
Version July 2019. 2023.

de Vet HCW, Terwee CB, Mokkink LB, Knol DL. Measurement in
Medicine. Cambridge University Press; 2011.

Stiggelbout AM, Pieterse AH, De Haes JCJM. Shared decision
making: concepts, evidence, and practice. Patient Educ Couns.
2015;98(10):1172-1179.

Statistics Netherlands (CBS). Standaard Onderwijsindeling 2021,
Editie 2021/'22 [Education categorization standard2021, Edition
2021/'22] Den Haag. 2021.

Pharos. Infosheet/mei 2022. Begrijpelijke vragenlijsten—de basis
voor goede zorg, 2022.

Lozano LM, Garcia-Cueto E, Muiiz J. Effect of the number of
response categories on the reliability and validity of rating scales.
Methodology. 2008;4:73-79.

Alsulamy N, Lee A, Thokala P, Alessa T. What influences the
implementation of shared decision making: an umbrella review.
Patient Educ Couns. 2020;103:2400-2407.

Thorne SE, Hislop TG, Stajduhar K, Oglov V. Time-related communi-
cation skills from the cancer patient perspective. Psychooncology.
2009;18(5):500-507.

SUPPORTING INFORMATION

Additional supporting information can be found online in the

Supporting Information section at the end of this article.

How to cite this article: Keij SM, Stiggelbout AM, Pieterse
AH. Patient readiness for shared decision making about
treatment: Conceptualisation and development of the
Ready®PM. Health Expect. 2024;27:e13995.
doi:10.1111/hex.13995

85U801 7 SUOWILLIOD BAIERID 3|deatdde 3y} Aq pauRA0B 88 SS[1e YO ‘SN 0 S8INJ J0j ARIqIT 3UIIUO AB|I/V\ UO (SUO 3 IPUOD-pUB-SLULBYWOD A8 |IM"ARRJq 1 BU1|UO//SA1Y) SUORIPUOD PUe SWie 1 84} 83S *[5202/70/TT] U0 AXiqiT8ulluo A8 |IM ‘SE6ET XRU/TTTT OT/I0P/W00 A8 1M AeIq Ul U0//SARY WO14 papeojumoq ‘Z ‘7202 ‘GZ9.69ET


https://www.patientenfederatie.nl/downloads/monitor/201-patientenmonitor-samen-beslissen-in-de-zorg/file
https://www.patientenfederatie.nl/downloads/monitor/201-patientenmonitor-samen-beslissen-in-de-zorg/file
https://www.patientenfederatie.nl/downloads/monitor/201-patientenmonitor-samen-beslissen-in-de-zorg/file
https://doi.org/10.1111/hex.13995

	Patient readiness for shared decision making about treatment: Conceptualisation and development of the ReadySDM
	1 INTRODUCTION
	2 METHODS
	2.1 Design
	2.2 Conceptualisation and item pool creation
	2.3 Pilot test
	2.4 First field test
	2.5 Comprehensibility test
	2.6 Second field test

	3 RESULTS
	3.1 Sample characteristics
	3.2 Conceptualisation and item pool creation
	3.3 Pilot test
	3.4 Field test 1
	3.5 Comprehensibility test
	3.6 Second field test
	3.7 Final questionnaire

	4 DISCUSSION
	4.1 Strengths and limitations
	4.2 Clinical and research implications

	5 CONCLUSION
	AUTHOR CONTRIBUTIONS
	ACKNOWLEDGEMENTS
	CONFLICT OF INTEREST STATEMENT
	DATA AVAILABILITY STATEMENT
	ETHICS STATEMENT
	ORCID
	REFERENCES
	SUPPORTING INFORMATION




