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Objective: To gain consensus on the Outcome Measures in Rheumatology (OMERACT) core domain set for
rheumatology trials of shared decision making (SDM) interventions.
Methods: The process followed the OMERACT Filter 2.1 methodology, and used consensus-building methods,
with patients involved since the inception. After developing the draft core domain set in previous research,
we conducted five steps: (i) improving the draft core domain set; (ii) developing and disseminating white-
board videos to promote its understanding; (iii) conducting an electronic survey to gather feedback on the
draft core domain set; (iv) finalizing the core domain set and developing summaries, a plenary session video
and discussion boards to promote its understanding; and (v) conducting virtual workshops with voting to
endorse the core domain set.
Keywords:

OMERACT
Shared decision making
Core domain set
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Results: A total of 167 participants from 28 countries answered the survey (62% were patients/caregivers).
Most participants rated domains as relevant (81%-95%) and clear (82%-93%). A total of 149 participants
(n = 48 patients/caregivers, 101 clinicians/researchers) participated in virtual workshops and voted on the
proposed core domain set which received endorsement by 95%. Endorsed domains are: 1- Knowledge of
options, their potential benefits and harms; 2- Chosen option aligned with each patient’s values and prefer-
ences; 3- Confidence in the chosen option; 4- Satisfaction with the decision-making process; 5- Adherence
to the chosen option and 6- Potential negative consequences of the SDM intervention.
Conclusion: We achieved consensus among an international group of stakeholders on the OMERACT core
domain set for rheumatology trials of SDM interventions. Future research will develop the Core Outcome
Measurement Set.
Clinical significance: Prior to this study, there had been no consensus on the OMERACT core domain set for
SDM interventions. The current study shows that the OMERACT core domain set achieved a high level of
endorsement by key stakeholders, including patients/caregivers, clinicians and researchers.

© 2021 Elsevier Inc. All rights reserved.
Introduction

Shared decision making (SDM) is central to patient-centered care
since it facilitates inclusion of patient values, preferences, and cir-
cumstances in decision-making, thus helping patients participate in
making decisions in a meaningful way [1,2]. In the last decade, there
has been increasing interest in SDM in rheumatology [3] and an
imperative to use SDM to achieve optimal care [4-7]. To help prepare
individuals to participate in the SDM process, various SDM interven-
tions have been developed in rheumatology, including patient deci-
sion aids [8]. Despite trials of patient decision aids in rheumatology,
as well as the incorporation of SDM into rheumatology guidelines,
there remains a lack of consensus among stakeholders (e.g., clini-
cians, patients and researchers) on how to standardize measurement
of the effectiveness and safety of SDM interventions [8,9]. Another
research group has identified domains to assess the effectiveness of
patient decision aids [10]. However, most concern the SDM process,
and only one assesses an outcome (i.e., improved match between
chosen option and features that matter most to the informed
patient).

The goal of the Outcome Measures in Rheumatology (OMERACT)
SDM working group is to develop and gain consensus on a core
domain set of outcomes for trials of SDM interventions. The working
group includes OMERACT patient research partners (PRPs), as well as
researchers and clinicians from around the world. These stakeholders
participated in all steps of the project. Our working group conducted
a systematic review and nominal group process at OMERACT 2014 to
develop the draft core set [11]. Then, we conducted an electronic Del-
phi survey to refine domains of the draft core set, followed by a work-
shop to vote on the draft core set at OMERACT 2016 [12]. Since the
draft core domain set failed to achieve the 70% agreement required
for endorsement at the OMERACT 2016 workshop, we prepared a
White Paper and conducted interviews to clarify the domains [13].
This led to the development of a final White Paper and an improved
draft core domain set, comprised of five mandatory domains to assess
in trials of SDM interventions. Recommendations from this work
included further dissemination of the draft core domain set to
increase its understanding and facilitate consensus-building.

The overall aim of this final phase of the consensus-building pro-
cess was to gain consensus and endorse the OMERACT core domain
set for rheumatology trials of SDM interventions.
Material and methods

Study design

We conducted a study with five steps, using consensus-building
methods grounded in a patient-oriented approach [14], with all
stakeholders including patients involved from the inception. The pro-
cess followed the OMERACT Filter 2.1 methodology for the selection
of core domain sets [15-17] and OMERACT recommendations for PRP
involvement [18]. The first four steps aimed to refine, clarify and pro-
mote understanding of the core domain set among key stakeholders.
The fifth step aimed to obtain endorsement of the core domain set.
We obtained ethics approval from the Children’s Hospital of Eastern
Ontario Research Ethics Board (REB#16/07X). The research process is
detailed below.
Steps
Improving the draft core domain set
The working group reviewed findings from the interviews [13]

and other previous steps to ensure the accuracy and clarity of the
draft core domain set.
Developing and disseminating white-board videos
To ensure the draft core domain set was presented in a clear, con-

cise and appealing manner to all stakeholder groups, the group
developed two white-board videos with feedback from 42 working
group members (including nine PRPs) to explain the SDM process,
outcomes and the draft core set. These videos aimed to summarize
information from the White Paper in a concise and visual manner.
Videos were posted on YouTube, social media and the OMERACT
website to promote understanding of the core domain set and to
encourage individuals to participate in next steps.
Conducting an international survey
An electronic survey, co-developed with clinicians and PRPs from

our working group, was administered to gather additional feedback
on the clarity and relevance of the draft core domain set (February
2020). Eligible respondents included individuals with a rheumatic
condition and their caregivers, rheumatology clinicians, and
researchers involved in rheumatology or SDM research. The survey
was created in REDCap, and the link was sent via e-mail to members
of the OMERACT network and other rheumatology organizations (see
acknowledgements), and posted on the OMERACT website and on
social media.

The survey questionnaire included an introduction with the goals
of the research project, as well as links to the white-board videos and
White Paper. Respondents were advised to watch the videos, and rec-
ommended to read the White Paper for detailed information. The
survey asked respondents to rate the clarity and relevance of each
outcome domain using a 9-point Likert scale, and asked if they
wished to make modifications. For each outcome domain, the num-
ber of respondents and proportion of responses with a rating of 7 to 9
(i.e., very clear and relevant) were summarized for each stakeholder
group and for the total sample. Domains were considered clear and
relevant if at least 70% of respondents rated them from 7 to 9.
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Finalizing the core domain set and developing evidence summaries and
online discussion boards

The working group reviewed modifications suggested in the sur-
vey. The final core domain set was presented in the OMERACT
“onion” [15], which shows domains that are mandatory in all trials of
SDM interventions, indicated by their high relevance in qualitative
work and surveys (i.e., at least 70% of respondents rating them from
7 to 9, and fewer than 15% rating them from 1 to 3 on a relevance
scale). The “onion” also includes domains that are mandatory in spe-
cific circumstances (i.e., disease-specific core set), other optional
domains (i.e., important but not meeting criteria for mandatory
domains), and domains requiring more research that were not voted
upon.

The working group then developed: (a) a one-page summary of
the core domain set; (b) an evidence summary with justification for
including each domain; (c) a video of the plenary session to explain
the steps taken, and modifications made to the core set; and (d)
online discussion boards to elicit feedback from individuals who
intended to attend the virtual workshops.

Conducting virtual workshops
The workshop was originally designed to include both virtual and

face-to-face participants. Due to the COVID-19 pandemic, the in-per-
son meeting was canceled, and an alternative process was developed.
Two pilot virtual workshops were conducted with a few participants
to test the feasibility of the virtual format (May 2020). This was fol-
lowed by two final virtual workshops with broader participation
(July 2020). Participants at the pilot and final virtual workshops
included OMERACT members and survey participants. Participants
were asked to register online, and two separate times were sched-
uled for each workshop to enable participation across different time
zones.

A few weeks before the virtual workshops, participants were
asked to complete general OMERACT training prepared by the OMER-
ACT executives (i.e., videos and training modules) to clarify the
OMERACT process. Participants were also asked to view two white-
board videos on SDM and the video of our plenary session. Pre-work-
shop material (White Paper, one-page summary, evidence summary)
was available on the OMERACT website and mobile application. Par-
ticipants were encouraged to post comments and questions on the
discussion boards.

At the virtual workshops, participants were reminded of the goal
of the core domain set and were divided into breakout groups of
8�15 participants to discuss any questions and comments they had,
and to resolve any disagreement. Workshops lasted 90 min, with
approximately 30 min used for breakout groups. OMERACT trained-
facilitators moderated breakout group discussions, while reporters
took notes and content experts answered questions in each breakout
group. After the breakout groups, reporters summarized each group’s
discussions to the larger group. Finally, participants were asked to
formally endorse the core domain set. To be endorsed, at least 70% of
participants in both stakeholder groups needed to agree that the
domains were mandatory. An anonymous vote was conducted for
the entire core domain set via the OMERACT mobile application. If
fewer than 70% of participants endorsed it, another vote was to be
conducted for each domain separately.

Results

Draft core domain set

Based on discussions among the working group, we made minor
revisions to previously proposed domains [13], and added a domain
deemed mandatory by OMERACT that represents potential harms of
SDM interventions. The resulting draft core domain set included six
domains: 1- Knowledge of all options, their potential benefits and
risks; 2- Choice of an option aligned with each patient’s values and
preferences; 3- Confidence in the chosen option; 4- Satisfaction with
the decision-making process; 5- Adherence to the chosen option and
6- Potential negative consequences (e.g., difficult to use, stressful,
costly, time-consuming) (see Table 1 for definitions).

White-board videos

The working group agreed that the videos should use a plain lan-
guage, visually-engaging presentation that captures the core
domains, and presents a clinical case. One video explained the SDM
process (video 1) [19] and the other explained SDM outcomes and
the draft core domain set (video 2) [20]. Videos were viewed about
200 times each on YouTube by the time the survey was conducted.

International survey

A total of 167 individuals responded to the electronic survey (103
being patients/caregivers), and between 135 and 144 respondents
answered each of the various questions (Table 2). Participants repre-
sented 28 countries and four continents (North America, Europe, Aus-
tralia, Asia). The majority of participants were female, and about half
consisted of patients/caregivers. About half of respondents had no
experience with SDM, while half had either participated in SDM stud-
ies or developed SDM interventions. A total of 142 respondents (85%)
reported they watched both SDM videos and 3 respondents (2%)
watched only the first video.

Overall, respondents from both stakeholder groups rated all
domains as relevant and clear (Table 3). The proportion of respond-
ents who rated the various domains as being relevant ranged from
81% to 95%. The proportion of respondents who rated the various
domains as being clear ranged from 82% to 93%. Proportions were
slightly different between stakeholders for some domains, with “Sat-
isfaction with the decision-making process” and “Adherence to the
chosen option” being more relevant for patients/caregivers and “Con-
fidence in the chosen option” being more relevant for clinicians/
researchers. Some respondents suggested clarification of names and
definitions of domains (see Table 1).

Final proposed core domain set, evidence summaries and online
discussion boards

Informed by the survey, the working group clarified the domains
and their definitions (see Table 1). The final core domain set was pre-
sented in the OMERACT “onion” (see Fig. 1) with six domains deemed
mandatory and three prospective domains requiring further evidence
[12,13]. No optional domains were suggested for inclusion.

Pre-conference material and links to white-board videos and dis-
cussion boards were posted on the OMERACT website [21]. A total of
128 individuals registered as members of the online discussion
boards and posted questions focused mostly on when to use the core
domain set, what domains meant and how adherence to treatment is
a more distal outcome compared to the others.

Virtual workshops

A total of 149 individuals participated in the two pilot (n = 32) and
two main workshops (n = 117). Since there were no differences in
format and results, all workshops’ results are reported together. A
total of 48 patients/caregivers and 101 clinicians/scientists partici-
pated. When asked which material they had reviewed prior to the
workshops, 96% of participants reported watching the white-board
videos, while 88% reported reading the pre-conference material,
watching the plenary session video and participating in the online
discussion boards. Most participants (95%) were confident in their
knowledge based on reviewing the material. The core domain set



Table 1
Domains and their definitions before and after the electronic survey, along with comments from survey participants.

Domains before the survey Comments from survey participants Domains after the survey (proposed for final vote at
the workshops)

Knowledge of all options, their potential benefits and
risks

Description: The shared decision making interven-
tion helps patients understand the available
options and their potential benefits, as well as
risks. It also helps them to know the probabilities
(chances) of benefits and risks in an accurate
manner.

- it was not realistic or feasible to give “all” the
options

- preferred the word “harms”which is used more
commonly in trials

- described the word “probabilities” as confusing
- preferred lay-language terms
- the last part of the sentence was redundant

Knowledge of options, their potential benefits and
harms

Description: The shared decision making interven-
tion helps patients understand the options and
their potential benefits and harms. It also helps
them understand the chances of benefits and
harms.

Choice of an option aligned with each patient’s val-
ues and preferences

Description: The shared decision making interven-
tion helps patients choose the treatment option
that matches their values and preferences. It means
they chose the treatment option that has the fea-
tures that they value most.

- wording lacked clarity
- asked for examples of the “features” of treatment
options

Chosen option aligned with each patient’s values/
preferences

Description: The shared decision making interven-
tion helps patients choose the treatment option
that matches their values and preferences. It means
they chose the treatment option that has the fea-
tures (benefits, harms and practical aspects) that
they value most.

Confidence in the chosen option
Description: The shared decision making interven-
tion helps patients feel sure they made the best
decision. It means they feel confident in the deci-
sion they made.

- should explain that best decision depends on what
matters to each individual

Confidence in the chosen option
Description: The shared decision making interven-
tion helps patients feel sure they made the best
decision for themselves. It means they feel confi-
dent in the decision they made.

Satisfaction with the decision-making process
Description: The shared decision making interven-
tion helps patients feel satisfied about the way they
made the decision and about their level of
involvement.

No comments No change

Adherence to the chosen option
Description: The shared decision making interven-
tion helps patients follow through with the chosen
treatment option. It means they start using the
option they chose.

- described adherence as beyond starting to use a
treatment option to include continuing as well.

Adherence to the chosen option
Description: The shared decision making interven-
tion helps patients follow through with the chosen
treatment option. It means they start and continue
using the option they chose.

Potential negative consequences (e.g., difficult to
use, stressful, costly, time-consuming)

Description: The shared decision making interven-
tion may have potential negative consequences,
such as being difficult to use, stressful, or take too
much time or money.

- concern that “potential negative consequences” per-
tained to treatment options and not to the SDM
intervention.

Potential negative consequences of the SDM inter-
vention

Description: The shared decision making interven-
tion may have potential negative consequences,
such as being difficult to use, stressful, or take too
much time or money.

Changes between the two core domain sets are highlighted in bold.

Table 2
Characteristics of participants in the electronic survey.

Types of characteristics Participants
(%) (n = 167)

Sex
Female 82
Experience in SDM
No experience in SDM 53
Limited (i.e., participated in a shared decision making inter-
vention study)

27

Experienced (i.e., developed shared decision making
interventions)

20

Role*
Patient 63
Clinician 36
Researcher 22
Caregiver (e.g., family member of individual with arthritis) 4
Member of Industry 2
Policy Maker 1
Other (e.g., consumer advocates, patient partners, research
students)

5

Geographic location
Canada 30
United States of America 15
United Kingdom 12
The Netherlands 8
Other European Countries 24
Australia/New Zealand 9
Asia 2
Other 1

n: number of participants.
* Some respondents had more than one role.
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obtained an overall endorsement of 95%, with 99% endorsement by
patients/caregivers and 93% endorsement by clinicians/scientists. The
definitions of the final domains are shown in Table 4.
Discussion

An international group of individuals that included patients, clini-
cians and researchers achieved consensus on the OMERACT core
domain set for SDM interventions in rheumatology trials. This core
domain set is unique and focuses on outcomes of SDM interventions,
both benefits and harms. The core domain set highlights the impor-
tance of domains such as knowledge of the options, and alignment
between patients’ chosen option and their values/preferences. These
are closely linked to the outcome that was recommended by another
research group to assess effectiveness of patient decision aids (i.e.,
improved match between chosen option and features that matter
most to the informed patient) [10]. In addition, the core set acknowl-
edges patients’ experiences with a specific SDM intervention in terms
of their confidence in their chosen option, their satisfaction with the
process, and whether they used the chosen option. Finally, the core
set assesses potential negative consequences of the SDM intervention
to assess safety. Assessing these domains can determine the advan-
tages of a given SDM intervention, but also the pitfalls which could
lead to improved SDM endeavours in the future. Future work will
identify outcome measures for the domains.

Our work showed that strategies that were co-developed with
PRPs, such as white-board videos, summaries and discussion boards,
helped promote understanding of a complex and unconventional



Table 3
Relevance and clarity of each domain according to respondents of the electronic survey.

Domains Question Results (%*)

Patients/Caregivers** (n = 87) Clinicians/Researchers and others (n = 57) Total (n = 144)

Knowledge of options Relevance 93 96 94
Clarity 92 93 92

Choice of an option aligned with each
patient's values and preferences

Relevance 96 93 95
Clarity 90 89 90

Confidence in the chosen option Relevance 88*** 95 91
Clarity 88 91 89

Satisfaction with the decision-making process Relevance 96*** 84 92
Clarity 95*** 89 93

Adherence to the chosen option Relevance 93*** 86 91
Clarity 89*** 82 86

Potential negative consequences Relevance 81*** 80 81
Clarity 84*** 77 82

* The number and percentage of participants who rated a level of relevance and clarity of 7 or higher on a scale of 1 to 9.
** Respondents who identified as a patient or caregiver were categorized as such even they also identified as a clinician or other role.
*** These values have between 5% and 10% of missing data.

Fig. 1. Final OMERACT SDM Core Domain Set.

Table 4
Final OMERACT core domains and definitions.

Domains and Definitions

Knowledge of options, their potential benefits and harms
The shared decision making intervention helps patients understand the
options and their potential benefits and harms. It also helps them under-
stand the chances of benefits and harms.

Chosen option aligned with each patient’s values/preferences
The shared decision making intervention helps patients choose the treatment
option that matches their values and preferences. It means they chose the
treatment option that has the features (benefits, harms and practical
aspects) that they value most.

Confidence in the chosen option
The shared decision making intervention helps patients feel sure they made
the best decision for themselves. It means they feel confident in the decision
they made.

Satisfaction with the decision-making process
The shared decision making intervention helps patients feel satisfied about the
way they made the decision and about their level of involvement.

Adherence to the chosen option
The shared decision making intervention helps patients follow through with
the chosen treatment option. It means they start and continue using the
option they chose.

Potential negative consequences of the SDM intervention
The shared decision making intervention may have potential negative conse-
quences, such as being difficult to use, stressful, or take too much time or
money.
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new core domain set. Prior to using these strategies, we had faced
challenges in communicating our domains as reflected by the lack of
endorsement at OMERACT 2016. In contrast, our current approach
led to a strong endorsement of the core domain set by participants at
the virtual workshops, and a high level of confidence in their knowl-
edge.

Our approach actively engaged key stakeholders within our work-
ing group, including PRPs, who were involved not only as partici-
pants, but as leaders, thus helping to foster meaningful patient
engagement [22]. This approach, combined with innovative consen-
sus-building strategies, possibly helped engage participants from key
stakeholder groups, indicated by the high level of participation, and
the high proportion of participants who viewed the videos and read
the material. This is especially true for patients/caregivers whose
representation at the virtual workshop was four times higher in 2020
compared to 2016 (32% of 149 participants in 2020 vs. 8% of 96 par-
ticipants in 2016). Findings provide further justification for OMERACT
groups to use innovative strategies such as white-board videos for
consensus-building, as suggested by the OMERACT Filter 2.1 [15].

Limitations

Despite concerted efforts to engage patients and caregivers
throughout the process, some populations were likely not reached,
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such as patients/caregivers from across all sociodemographic and
language groups, or those with technology barriers or lack of Internet
access. Future work will address these shortcomings.

Conclusion

The use of virtual consensus-building methods following the
OMERACT Filter 2.1 methodology, grounded in a patient-oriented
approach, led to strong endorsement of a core domain set for SDM
interventions in rheumatology trials. This approach succeeded in
engaging key stakeholders throughout each step and helped refine,
clarify and ensure proper understanding of this complex and uncon-
ventional core domain set. The core domain set showed strong
endorsement by key stakeholders, including patients/caregivers, who
were an integral part of this work. Future research will include the
development of a core outcome measurement set to identify instru-
ments to assess these domains in trials of SDM interventions.
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