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ABSTRACT
Introduction  Shared decision-making (SDM) is a process 
whereby patients are supported to reach decisions 
about their healthcare in collaboration with healthcare 
professionals. Despite decades of SDM research, the 
impact of using SDM interventions (eg, patient decision 
aids, decision coaching, question prompt lists, training 
and feedback or service changes) on clinical and health 
service outcomes remains uncertain. This is partly 
because synthesis of the existing literature is hindered by 
substantial heterogeneity in the evaluation of interventions 
to facilitate SDM. A core outcome set (COS) is an agreed 
standardised set of outcomes that should be measured 
and reported in all effectiveness studies. The aim of this 
study is to develop a generic COS for evaluating the impact 
of SDM interventions (COS-SDMi).
Methods and analysis  This study will follow Core 
Outcome Measures in Effectiveness Trials (COMET) 
handbook and Core Outcome Set-STAndards for 
Development (COS-STAD) and reporting (COS-STAR). 
Relevant key interest holder groups include health 
professionals, patients, academic experts in SDM, 
representatives from policy/guideline development, journal 
editors and research funders. The scope of the COS was 
agreed through consultation with experts from key interest 
holder groups. The study will consist of three steps. In 
Step 1, we will produce a ‘long’ (comprehensive) list of 
candidate outcome domains using multiple data sources. 
Relevant outcomes will be extracted from a COS developed 
in the context of rheumatology, a synthesis of existing 
reviews of SDM interventions and qualitative interviews 
with a minimum of 20 representatives of key interest 
holder groups internationally. In Step 2, we will agree on 

a shorter list of outcome domains using a Delphi survey. 
A sequential two-round international online Delphi survey 
with two panels (professionals, public/patients) will be 
used to agree on the outcomes, seeking responses from 
a minimum of 150 international participants representing 
key interest groups. In Step 3, we will reach consensus 
on the final COS using consensus meetings. Consensus 
meetings with key interest holder group participants 
internationally will be held, applying modified nominal 
group techniques. The total project period will be from 
June 2025 until September 2026.

STRENGTHS AND LIMITATIONS OF THIS STUDY
	⇒ The core outcome set development follows estab-
lished guidelines and best-practice recommen-
dations (Core Outcome Measures in Effectiveness 
Trials (COMET), Core Outcome Set-STAndards 
for Development (COS-STAD) and Core Outcome 
Set-STAndards for Development and reporting 
(COS-STAR).

	⇒ The study draws on international and multi-interest 
holder participants and includes clinical and non-
clinical disciplines and patient partner organisations.

	⇒ The broad scope of the core outcome set and inclu-
sion of a range of interest holder participants may 
introduce heterogeneity in perspectives and priori-
ties that require careful navigation and transparent 
reporting.

	⇒ Delphi survey and consensus meetings are con-
ducted in English, which limits the relevance to non-
English speaking contexts.

P
ro

tected
 b

y co
p

yrig
h

t, in
clu

d
in

g
 fo

r u
ses related

 to
 text an

d
 d

ata m
in

in
g

, A
I train

in
g

, an
d

 sim
ilar tech

n
o

lo
g

ies.
 . 

b
y g

u
est

 
o

n
 S

ep
tem

b
er 30, 2026

 
h

ttp
://b

m
jo

p
en

.b
m

j.co
m

/
D

o
w

n
lo

ad
ed

 fro
m

 
15 S

ep
tem

b
er 2026. 

10.1136/b
m

jo
p

en
-2026-116623 o

n
 

B
M

J O
p

en
: first p

u
b

lish
ed

 as 

https://bmjopen.bmj.com/
https://orcid.org/0000-0002-6293-3813
https://orcid.org/0000-0001-5477-2418
https://orcid.org/0000-0002-6228-4446
https://orcid.org/0000-0002-0917-6286
https://orcid.org/0000-0001-7443-9890
https://orcid.org/0000-0003-2696-5006
https://orcid.org/0000-0002-4983-7253
https://orcid.org/0000-0002-3762-3880
https://orcid.org/0000-0001-9398-8879
https://orcid.org/0000-0001-9030-1365
https://orcid.org/0000-0001-9478-6005
https://orcid.org/0000-0002-8428-6354
https://orcid.org/0000-0002-4376-6298
https://orcid.org/0000-0002-8444-4025
https://orcid.org/0009-0005-7626-5237
https://orcid.org/0000-0002-2601-9258
https://doi.org/10.1136/bmjopen-2026-116623
https://doi.org/10.1136/bmjopen-2026-116623
https://doi.org/10.1136/bmjopen-2026-116623
https://crossmark.crossref.org/dialog/?doi=10.1136/bmjopen-2026-116623&domain=pdf&date_stamp=2026-09-15
http://bmjopen.bmj.com/


2 Hoffmann C, et al. BMJ Open 2026;16:e116623. doi:10.1136/bmjopen-2026-116623

Open access�

Ethics and dissemination  Research ethics approval has been 
granted in the UK for undertaking qualitative interviews (University of 
Exeter Faculty Ethics Committee, ref: 8207624) and the Delphi survey 
and consensus meeting activities (University of Bristol Faculty Ethics 
Committee, ref: 7741). Written informed consent will be obtained 
digitally from all participants in the qualitative interviews, the Delphi 
surveys and the consensus meetings. The final COS will be disseminated 
through presentations at international conferences, briefing notes to 
key organisations and publication in a peer-reviewed journal. Further 
dissemination is planned through our patient/public advisory group, 
professional networks and executive group channels, as well as 
publications to patient groups, funders, journal editors, international 
regulatory bodies and health technology assessment boards.
Study registration  COMET Database (www.comet-initiative.org/Studies/​
Details/3586).

INTRODUCTION
Background and context
Shared decision-making (SDM) is a process where 
patients are supported to reach decisions about their 
healthcare in collaboration with healthcare profes-
sionals.1 SDM involves patients, professionals and others 
working together to choose care based on scientific 
evidence, clinical expertise and personal preferences and 
values. International policy,2 3 professional and regula-
tory guidelines4 5 recommend SDM for a wide range of 
healthcare decisions in a variety of clinical contexts. SDM 
is recognised as a patient’s right, has an ethical imperative 
and inherent social value.3 6 Individuals often report that 
the process of SDM is a meaningful experience.7

Several types of interventions are designed to help 
facilitate the SDM process. These SDM interventions 
take a variety of practical applications, including, but 
not limited to, patient decision aids, decision coaching, 
question prompt lists, SDM training and feedback and 
healthcare service changes.8 They may target one or 
more individuals who can be viewed as acting at various 
levels of a patient-centred healthcare system (ie, interven-
tions may work by changing the behaviours of patients 
themselves or those of healthcare professionals, service 
managers, commissioners or policy makers). Some SDM 
interventions are complex and may have multiple inter-
acting components, targeting more than one individual 
acting at multiple levels of the healthcare system and 
impact several outcomes.9

Health technology assessment (HTA) is the process to 
evaluate the impact of health interventions and inform 
evidence-based decision-making in healthcare systems by 
assessing value beyond efficacy alone.10 11 High-quality 
HTA therefore requires an understanding of how inter-
ventions designed to facilitate the adoption of SDM influ-
ence clinical and health service outcomes, extending 
beyond process and patient experience.

Potential outcomes of these different SDM inter-
ventions range from those that assess the SDM process 
(including patient and professional experiences) through 
those that assess the effect of an improved SDM process 
on patient, healthcare professional and system, including 

short and longer-term outcomes. Outcomes reported 
in the existing literature to evaluate the effectiveness of 
SDM interventions include patient knowledge of avail-
able options and informed preferences, realistic patient 
expectations about their care, decision self-efficacy, deci-
sional conflict, collaborative deliberation between patient 
and professional, alignment between a chosen manage-
ment option and a patient’s values in the context of their 
daily lives, impact of chosen option on patients, improved 
patient self-management, use of treatments with greater 
benefit-to-harm ratios, preference for the most intensive 
management plans and healthcare utilisation.12–25

Some of these outcomes may influence another. 
Evidence is emerging to enable the evaluation of mecha-
nisms underlying the components of SDM interventions, 
to enable the mapping of non-linear, interacting path-
ways from process through to outcomes.26 Some evidence 
suggests that there might be longer-term impacts on 
health services. SDM interventions may reduce unwar-
ranted practice variation and costs by reducing the rate 
that patients opt for unnecessary, expensive treatments.27 
A systematic review identified 15 studies (11 randomised 
controlled trials; 10 low risk of bias) that evaluated the 
impact of decision aids on these outcomes.28 Three 
demonstrated statistically significant reductions in rates of 
prostatectomy, hip/knee replacement and hysterectomy. 
This suggests that decision aids can support patients in 
making informed, values-based treatment decisions, with 
the observed reduction in surgery rates likely reflecting 
that some patients, when better informed about their 
options, choose more conservative treatments that align 
with their preferences.29 This may have implications 
for healthcare resource use and costs through a lower 
number of surgical procedures performed. There may 
also be downstream implications for procedure-related 
risks and consequences through avoiding complications 
and healthcare burden and costs for patients.

Rationale
Despite decades of research on SDM, the effect of SDM 
interventions on outcomes relating to patients, profes-
sionals, organisations, health systems and populations 
remains largely uncertain. The conduct of evidence 
syntheses/meta-analyses assessing the impact of SDM 
interventions is hindered by (i) lack of differentiation 
between SDM process measures and outcome measures 
when evaluating SDM interventions, (ii) lack of consensus 
on the core outcomes of SDM interventions30 and (iii) 
lack of transparency when selecting these outcomes. 
These limitations result in heterogeneity of outcomes and 
research waste. There is a need to develop a core outcome 
set (COS) to evaluate SDM interventions in the most 
optimal manner in primary studies, thus reducing the 
heterogeneity of outcomes and research waste and facil-
itating the conduct of evidence syntheses/meta-analyses.

Efforts have been made to address these problems 
through the development of a COS for use when eval-
uating SDM interventions in rheumatology (hereafter 
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defined as the rheuCOS-SDMi).30 A COS is an agreed 
standardised set of outcomes that should be measured 
and reported, as a minimum, in all comparative effec-
tiveness studies in specific areas of health or healthcare.31 
The rheuCOS-SDMi was co-developed with significant 
input from patients, clinicians and SDM experts in the 
field of rheumatology, using accepted methods to gain 
consensus on the COS within a rheumatology setting. It 
does, however, have some limitations. Initial development 
lacked clear conceptualisation to differentiate between 
SDM process and outcome assessment, although this 
was later clarified. The generation of a ‘long’ (compre-
hensive) list of outcome domains predated relevant, 
comprehensive systematic reviews32–34 that may have 
subsequently identified outcome domains to be short-
listed for inclusion in the consensus process. It is unclear 
whether the domains identified within a rheumatology 
context are relevant, comprehensive, or comprehensible 
when applied in other healthcare contexts, and therefore 
whether the rheuCOS-SDMi is transferable to the assess-
ment of a variety of SDM interventions tailored to and 
interacting with a range of patient populations, health-
care settings and contexts.

Use of SDM interventions across diverse contexts 
is likely to require tailoring and adaptation of SDM 
processes through the utilisation of intervention compo-
nents that interact with the populations and settings in 
which they are delivered.8 35 For example, different clin-
ical contexts may require different types of healthcare 
decisions to be made or bring additional complexity into 
the patient-practitioner interaction (eg, for patients who 
live with multiple long-term conditions). There may be 
differences in pathways of care and different timeframes 
for decision-making because of variation in healthcare 
organisation. There may be differences in societal or 
cultural expectations and differences in resource provi-
sion because of variation in healthcare policy. All of these 
contextual factors influence the use of the components 
of SDM interventions, as well as any assessment of their 
effectiveness.

Aim
The aim of this study is to develop a COS to evaluate SDM 
interventions. The COS will be applicable across diverse 
populations and healthcare contexts, to all types of SDM 
interventions targeting individuals acting at various levels 
of a patient-centred healthcare system. The COS will be 
relevant to patients and caregivers, healthcare profes-
sionals, health services and systems and wider society. 
The COS will support consistent outcome selection, 
reduce reporting heterogeneity and enable more robust 
syntheses and economic analyses of SDM interventions. 
This will enable meaningful health technology appraisal 
and impact on healthcare policy. We define this new COS 
as the COS-SDMi.

METHODS AND ANALYSIS
Study design
This study will adhere to methods for COS development 
outlined in the Core Outcome Measures in Effective-
ness Trials (COMET) handbook and Core Outcome Set-
STAndards for Development (COS-STAD) guidelines32 36 
and follow guidelines for the reporting of COS develop-
ment studies (COS-STAR).37 See figure  1 for the study 
flowchart. Key steps will be as follows:

	► Step 1: Production of a long list of candidate outcome 
domains using multiple data sources, including 
evidence syntheses and qualitative methods.

	► Step 2: Rating of the essentiality of outcome domains 
using a sequential two-round online Delphi.

	► Step 3: Consensus on the final COS through consensus 
meetings with modified nominal group technique.

This project has been registered in the COMET Data-
base (www.comet-initiative.org/Studies/Details/3586). 
The total project period will be from June 2025 until 
September 2026.

COS scope
The scope of the COS-SDMi (see box  1) was defined 
through consultation with a panel of international, 

Figure 1  COS for use when evaluating SDM interventions (COS-SDMi) study flowchart.
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multidisciplinary interest holders relevant to a broad 
range of healthcare contexts (including experts in SDM, 
healthcare professionals, public/patient partners). 
Consultations included two online meetings with struc-
tured discussions.

Key interest holder groups
The following interest holder groups will be involved in 
the COS development process:

	► Patients, carers, public members, patient organi-
sations and patient advocacy groups representing 
lived experiences of a wide range of healthcare 
decision-making.

	► Healthcare and allied health professionals (eg, 
doctors, nurses, dentists, dieticians, occupational 
therapists, paramedics, physiotherapists, psycholo-
gists, healthcare educators) involved in the care or 
decision-making process that includes patients with a 
wide range of healthcare conditions.

	► Academic experts in SDM (eg, trialists, educators, 
decision scientists, developers of SDM interventions 
and/or measurement instruments), ethics, law, 
outcomes methodology, implementation science and 
health economics.

	► Representatives and decision-makers from policy, 
guideline development, HTA, commissioning bodies 
or global non-governmental organisations.

	► Journal editors.
	► Research funders.

Patient and public involvement
Patient and public involvement is central to the develop-
ment of the COS-SDMi. A patient partner (MS) serves 
as a co-investigator and member of the study delivery 
team to ensure that patient perspectives remain inte-
gral throughout. An international patient/public advi-
sory group (PPAG), comprising patient/public partners 
from their respective countries, has been convened to 
provide input at various key stages of the project. MS 
(with support from the study management team) will lead 
the PPAG activities, monitor progress against milestones, 
help shape the conduct of consensus activities, and serve 
as a key link to the executive group by taking part in exec-
utive group meetings. The PPAG have already shaped the 
design of this project. Individual PPAG members have 
reviewed and co-authored this protocol. The PPAG will 
continue to be involved throughout the planning, design, 
conduct, and dissemination of this study. The PPAG will 
have significant input and oversight during the devel-
opment of and recruitment for consensus activities. For 
example, the group will review outcome domains for 
relevance and comprehensiveness and assess the Delphi 
survey for clarity and comprehensibility. Their expertise 
will be sought when disseminating the questionnaires, 
supporting recruitment through their international 
networks and organisations. All patient and public-facing 
materials will be co-developed with PPAG input. The 
perspectives of the PPAG will be given equal weighting to 
the perspectives of the executive group during interpre-
tation of data, to inform decision-making by the project 
co-leads and the study delivery group. All PPAG activi-
ties and the impact that they have on the study will be 
captured in an Impact Log and reported.

Step 1: Production of a ‘long list’
A ‘long’ (comprehensive) list of candidate outcomes and 
outcome domains will be produced from multiple data 
sources, including evidence syntheses and qualitative 
methods.

A total of three data sources will be used: (i) an existing 
COS developed in the context of rheumatology, (ii) 
existing reviews of SDM interventions and (iii) qualitative 
interviews.

Existing COS developed in the context of rheumatology
An initial ‘long list’ of candidate outcomes and outcome 
domains will be developed by extracting the outcome 
domains included in the rheuCOS-SDMi that was 

Box 2  Data sources used to develop rheuCOS-SDMi

	⇒ Systematic review of SDM domains.
	⇒ Cochrane systematic review of outcomes of studies evaluating pa-
tient decision aids.

	⇒ Interviews with patients/professionals in a rheumatology context.
	⇒ Survey of patients/professionals in a rheumatology context.
	⇒ SDM, shared decision-making.

Box 1  The scope of the COS-SDMi

Health conditions—All health conditions and adult populations who 
are involved in healthcare decision-making. This can therefore include 
decisions related to undertaking tests and procedures (eg, used in 
screening and diagnosis), making lifestyle choices (eg, stopping smok-
ing, using physical activity programmes), considering treatment (eg, 
medications, surgery, physiotherapy, counselling) or for advanced care 
planning. The COS will be inclusive of decision-making in maternity 
care, while recognising that pregnancy may not be considered a health 
condition, and in situations where there is the need for important others 
(eg, carers or relatives) as proxy decision-makers (eg, where another 
person participates in SDM on behalf of a patient who is not cognitively 
able to do so).
Interventions—All types of interventions aimed at facilitating SDM in 
clinical and non-clinical contexts, with components that may target pa-
tients/public, health and allied health professionals, patient pathways 
within health systems or have a combination of interacting compo-
nents. Examples of interventions include patient decision aids, decision 
coaching, question prompt lists, training and feedback programmes 
for healthcare providers, educational programmes for patients, ser-
vice changes designed to support patients and/or clinicians during the 
decision-making process or any combination of these. (This list is not 
exhaustive.)
Context of use—The COS will be recommended for use in clinical and 
non-clinical comparative effectiveness research (eg, randomised con-
trolled trials) and observational, ie, non-interventional, studies.
COS, core outcome set; SDM, shared decision-making.
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developed using four different data sources (box  2), 
including a robust Cochrane systematic review.

Existing reviews of SDM interventions
Targeted searches will be conducted to supplement the 
initial long list with additional relevant outcomes and/
or outcome domains. There already are a high number 
of contemporaneous, high-quality evidence syntheses 
of SDM studies which are known to the authors a priori 
(box 3), including two further Cochrane reviews. These 
will be reviewed to extract further unique candidate 
outcomes.

Additional existing reviews of SDM interventions will 
be identified through applying the keywords ‘shared 
decision making’, ‘outcomes’, ‘review’ and ‘impact’ to 
the Cochrane Library database of systematic reviews and 
Google Scholar. Records will be screened and included if 
they: (i) report a systematic, scoping or narrative review, 
(ii) describe the effects of SDM interventions or the 
impact of using SDM for the health conditions in box 1 
and (iii) provide a summary of outcomes from included 
studies. No restrictions will be applied to year or language 
of publication. This screening process will be conducted 
by one author with input from a second author. Poten-
tially eligible records known to the international execu-
tive group will also be reviewed for eligibility and included 
if they provide new information (ie, report additional 
outcomes not identified through previous data sources).

Data extraction will be shared between two authors 
who will undertake line-by-line coding of included full-
text articles. Every outcome and/or outcome domain will 
be extracted verbatim into a standard form (eg, Excel), 
alongside information about the source document (eg, 
first author). Extracted outcomes will be added to the 
long list.

Qualitative interviews
Interviews will elicit insights into further outcomes to 
be added to the long list as well as perspectives on the 
wording of outcomes and potential outcome domains.

Semi-structured, one-to-one interviews will be 
conducted with a diverse range of relevant international 
interest holders. Sampling will be purposive and will seek 

maximum variation by geography (ie, to ensure inclu-
sivity across all continents), experience/expertise (ie, to 
ensure inclusivity across the COS healthcare conditions) 
and personal characteristics (ie, to ensure all key interest 
holder groups are represented).

A target sample of at least 20 participants will be 
recruited. This is comparable to other COS development 
studies38–40 with similarly broader scope and deemed 
of a minimum size to achieve ‘information power’.41 42 
Relevant principles of information power will be consid-
ered when assessing final sample size requirements. For 
example, the aim of Stage 1 of this study is relatively 
focused, seeking to identify outcomes relevant to SDM 
rather than to explore experiences in-depth (item: study 
aim). Further, the purposive sampling strategy will ensure 
high sample specificity by recruiting interest holders with 
direct expertise or experience in SDM (item: sample 
specificity). Finally, this COS study has an existing empir-
ical foundation provided by prior work undertaken to 
develop the rheuCOS-SDMi (item: established theory). 
These factors indicate that a minimum sample size of 
20 participants is to be sufficient. A final sample size, 
however, will be determined iteratively through parallel 
data collection and analysis.

Patients and members of the public will be approached 
through existing patient and public involvement 
networks linked to members of the research team, by 
sending an advert via email to individuals who have previ-
ously expressed interest in this field of research. Experts 
in SDM will be approached similarly, by email, using the 
networks of the International Shared Decision-Making 
Society (ISDM). Snowballing will then be used to target 
clinicians and academics linked to country or regional 
leads for SDM research.

Interviews will be conducted in English, and online, by 
one researcher (JEB—an academic primary care physi-
cian and clinical lecturer with methodological expertise 
that includes qualitative research). Written consent will 
be obtained and verbally confirmed at the outset of inter-
views and participants will be given the opportunity to ask 
questions before providing their consent. Transcription 
software will be utilised, supplemented by audio record-
ings to check and correct transcripts. Any video-recorded 
data will be destroyed with only audio data retained. Tran-
scripts will be pseudo-anonymised before analysis.

A topic guide has been developed to match the objec-
tives of the study, with an introductory question to ask 
participants about what SDM means to them and any 
previous experience or expertise with SDM. The topic 
guide will be piloted and amended as necessary during 
the first three interviews.

A pragmatic constant comparative approach43 will be 
employed for the thematic analysis of interview tran-
scripts. Coding will be carried out using NVivo software 
(V.14.23.1). Two researchers (JEB, and TN—a resident 
doctor with experience in qualitative methods and 
thematic analysis) will independently code a subset, 
compare, and if agreement is reached coding will continue 

Box 3  Existing reviews of SDM interventions and their 
outcomes identified a priori

	⇒ Cochrane review of interventions to increase the use of SDM (Legare 
et al8).

	⇒ Cochrane systematic review of decision coaching for people making 
healthcare decisions (Jull et al48).

	⇒ Scoping review of long-term outcome of SDM on patients, profes-
sionals and health services (Wehking et al49).

	⇒ Scoping review of decision aids for health promotion (Gultzrow et 
al50).

	⇒ A framework for conducting economic evaluations when using pa-
tient decision aids in healthcare decision making (Ara et al51).

	⇒ SDM, shared decision-making.
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by a single researcher. Coding will be both deductive and 
inductive. Deductive coding will follow the broad themes 
contained within the semi-structured topic guide. Induc-
tive coding will capture new themes and theory not previ-
ously considered by the research team. Insights from the 
interviews will be used to add additional outcomes to the 
long list, not previously identified in other data sources.

Finalising the long list
Extracted outcomes/domains that were added to the 
long list will initially be mapped, where possible, onto 
domains identified in the rheuCOS-SDMi. Outcomes that 
do not align with existing rheuCOS-SDMi domains will be 
reviewed and grouped into further higher-order outcome 
domains (guided by the executive steering group and the 
PPAG) to be presented separately during subsequent 
stages. The process of grouping outcomes will be guided 
by existing frameworks, including the Outcome Measures 
in Rheumatoid Arthritis Clinical Trials (OMERACT) filter 
2.144 and the COMET outcome taxonomy,45 to create a 
long list of candidate outcome domains. Descriptions 
of outcome domains will draw on consensus-definitions 
agreed in the rheuCOS-SDMi or will be grounded in 
systematic review evidence, wherever possible. The long 
list will undergo at least two rounds of review by the 
executive group and the PPAG and iterative refinement. 
Members will be asked to independently review a draft of 
the long list to assess its overall comprehensibility and its 
comprehensiveness, structure and relevance to the new 
context. Written comments will be collected and separate 
meetings with executive group and PPAG members will 
also be organised to provide an opportunity to discuss and 
further elaborate on their feedback. The study delivery 
team (KT-A, AGKM, JEB, CH, MS, SL, TN) will collate 
and synthesise all feedback, and revisions will be made 
in response to identified issues. Attention will be given 
to refining wording (eg, outcome domain labels and 
explanations), resolving ambiguities, and ensuring that 
outcome domains are understandable and accessible for 
all interest holder groups. Further rounds of comments 
and revisions will be sought as appropriate to ensure all 
feedback has been appropriately addressed until a final 
long list is agreed to be taken forward to step 2.

Step 2: Rating of the essentiality of outcome domains
A two-round international online Delphi will be used to 
agree on a shorter list of outcomes and outcome domains.

Delphi survey development
All outcome domains will be operationalised into an 
online Delphi questionnaire. Draft surveys will be piloted 
by members of the PPAG and selected individuals from 
the executive group and iteratively refined. This involves 
asking individuals to complete the full survey inde-
pendently and provide written feedback to the study 
delivery team about the usability and face validity (ie, 
clarity and relevance) of the survey instructions and 

response scales, with identified issues addressed where 
appropriate.

The questionnaires will be hosted online using appro-
priate software (eg, REDCap). Questionnaires will be 
developed in English. The executive group consid-
ered multi-lingual COS development; however, a single 
language option was preferred to retain conceptual 
consistency during the survey development and because 
of concerns about feasibility within the resources avail-
able for the study.

Data collection
Participants will be invited to complete two consecu-
tive rounds of the survey. In Round 1, participants are 
asked to provide sociodemographic details to determine 
the relevant panel group. During both rounds, partici-
pants will be asked to rate the importance of assessing 
each outcome domain using a Likert scale based on the 
Grading of Recommendations, Assessment, Development 
and Evaluations (GRADE) scale.46 This means scoring 
will be undertaken using a 9-point Likert scale with 1–3 
labelled ‘not essential’, 4–6 labelled ‘important but not 
essential’ and 7–9 labelled ‘absolutely essential’.46 There 
will also be an ‘Unable to answer’ option for each ques-
tion with the ability for the participant to enter free text 
to explain why they were not able to score the item. A 
single ‘free text’ response option at the end of the survey 
will be included to allow participants to suggest any addi-
tional domains. Participants will be informed that they 
should not base their responses to the survey on whether 
a validated measure is already available for a particular 
outcome domain. Outcome domains will be worded 
neutrally, in a way that can be interpreted bidirection-
ally without influence on the participant, that is, ‘patient 
trust’ as opposed to ‘more patient trust’ or ‘less patient 
trust’.

New potential outcome domains, identified by at least 
10% of respondents through the free text response, will 
be included in subsequent Delphi rounds if deemed 
within scope. Only participants who complete Round 1 
will be invited to Round 2. All questions will be manda-
tory to minimise missing data. Questions presented in 
Round 2 will be accompanied by feedback from Round 
1 responses and participants will be asked to recon-
sider their response in light of this feedback. Feedback 
will consist of the average score for each question for 
each participant panel (ie, median score per outcome 
domain/question for each sub-group) and the indi-
vidual participant’s own previous rating. All items will be 
retained in full between survey rounds 1 and 2. All items 
still retained after Round 2 of the Delphi survey will be 
taken forward to the consensus meeting where the final 
COS will be agreed.32 A third Delphi round will be consid-
ered if necessary.

Participant recruitment
The Delphi process will be undertaken inclusive of all 
interest holders relevant to this project. Participants will 
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be recruited through adverts disseminated by established 
international SDM societies and OMERACT networks. 
Those approached will not be offered any financial 
incentive to participate. Participants will be purposively 
approached to ensure variation in key characteristics 
including sex, geographical location, ethnicity, age, 
healthcare experience or professional/clinical expertise 
(depending on the interest holder group). Participant 
characteristics will be reported using the PROGRESS+-
framework.47 Round 1 Delphi survey participants will be 
asked to confidentially provide their email address which 
will be used to facilitate recruitment for Round 2 Delphi 
survey. A direct email will be sent which will include an 
embedded link to the second round. A minimum of 150 
participants per panel will be sought, in line with previous 
COS development studies.32 There will be no maximum 
sample size, and a weighted percentage will be consid-
ered should participant numbers be uneven across the 
different panels (eg patient/carer vs professionals).32

Analysis
Participant data will be separated into at least two Delphi 
panels depending on which interest holder group they 
represent. As a minimum, participants may be divided 
into patients, carers and family members (panel 1) and 
professionals including clinicians and SDM researchers 
(panel 2), to be able to assess differences in priorities and 
to avoid overrepresentation of a single group.

Participant response scores for the Delphi process 
will be analysed using descriptive statistics, adhering to 
the GRADE criteria.46 Analyses will be conducted sepa-
rately for each panel and average scores calculated (ie, 
the median score of each panel per outcome domain/
question). Results for each panel will be presented visu-
ally as feedback in Delphi Round 2. Final Delphi survey 
scores will again be subject to descriptive analyses with any 
changes in participant scores between rounds examined.

Response statistics and participant characteristics will 
be examined using descriptive statistics and presented in 
tabulated format by panel group. Attrition between Delphi 
survey rounds will be examined for potential bias in the 
different participant panels, comparing scores between 
participants who have completed only one Delphi survey 
round versus participants who have completed both 
Delphi survey rounds.

All analyses will be conducted with the help of a statis-
tical software package (eg, Stata).

Recommended definitions of consensus will be followed 
during all rounds of the Delphi survey (see box 4).36

Step 3: Consensus on the final COS
Multiple international online consensus meetings will 
be conducted to discuss the results of the Delphi and, 
informed by the Delphi, to agree on a final COS-SDMi. 
This qualitative element provides an opportunity for 
experts in SDM to discuss and contextualise the quan-
titative Delphi findings. This approach also enables 
exploration of differing perspectives across interest 

holder groups, supports clarification and refinement of 
outcome domains, and facilitates transparent decision-
making regarding inclusion, exclusion, or consolidation 
of outcomes.

The number of meetings will be determined in discus-
sion with the executive group, considering the geographic 
representations and involvement of diverse interest 
holders. For example, it is anticipated that three meetings 
will be held to accommodate time zones in North and 
Latin America, Europe and Africa, Australia and Asia.

Recruitment for the consensus meetings will be targeted 
and facilitated through international SDM societies (eg, 
ISDM) and OMERACT networks, and key informant 
approaches. It is anticipated that no more than 25 partic-
ipants, with fair representation of the interest holder 
groups listed above, will participate in each consensus 
meeting. A secure video conference platform will be used 
to host the meetings.

At each meeting, Delphi results will be presented by 
an independent chairperson with an understanding 
of SDM interventions. The Chair will lead structured 
discussions about the proposed inclusion/exclusion of 
domains from the COS, based on the consensus defi-
nitions. This will include discussions about combining 
outcomes depending on similarity. Any divergence 
in consensus between the two panel groups will be 
discussed. Interactive, anonymous voting will be used 
to gain consensus on proposed domains that achieve 
‘NO CONSENSUS’ after the Delphi rounds. Those 
domains achieving ‘IN’ or ‘OUT’ status after the Delphi 
will simply be presented as such, and voting on these 
will only take place if there is sufficient objection to 
the status of these domains. Should a large number of 
outcome domains achieve ‘IN’ status after the Delphi, 
discussions will explore consolidating them into higher-
order outcome domains.

The results of the multiple online consensus meetings 
will be synthesised, reported and considered at a hybrid 
(both online and in-person) symposium at an interna-
tional conference (eg, the bi-annual ISDM conference) 
attended by patient and professional interest holders 
from diverse backgrounds. This process will result in the 
reporting of the final COS-SDMi.

Box 4  Consensus criteria

	⇒ Consensus IN is defined as >70% of the total participants rating the 
outcome domain as 7–9 (‘absolutely essential’) and<15% rating the 
outcome domain as 1–3 (‘not essential’). This means the outcome 
domain will be taken forward to the consensus process.

	⇒ Consensus OUT is defined as >70% of participants rating the out-
come domain as 1–3 (‘not essential’) and<15% rating the outcome 
domain as 7–9 (‘absolutely essential’). This means the outcome do-
main will not be taken forward to the consensus meeting.

	⇒ All other combinations of response results are defined as NO 
CONSENSUS.
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Future work will develop a core measurement set to 
identify instruments to assess agreed core outcomes and 
finalise outcome domain definitions.

ETHICS AND DISSEMINATION
Research ethics approval has been granted in the UK by 
the University of Bristol Faculty Ethics Committee (ref: 
7741) and the University of Exeter Health and Commu-
nity Sciences Ethics Committee (ref: 8207624). Written 
informed consent will be obtained digitally from all 
participants in the qualitative interviews, the Delphi 
surveys and the consensus meetings.

The final COS will be disseminated by presentation 
at international SDM conferences and briefing notes to 
key organisations. Results of this study will be published 
in a peer-reviewed journal. Tailored to the needs of a 
wide, diverse audience, the delivery group will consider 
the production of plain language summaries, info-
graphics, and/or translated materials, as appropriate. 
Further dissemination is planned through the patient/
public advisory group, ISDM, OMERACT, and executive 
group channels, to publicise the COS to patient groups, 
funders, journal editors, regulatory bodies and HTA 
boards internationally.
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