SWAT 159: Feasibility and effectiveness of a decision aid for family
members considering trial participation on behalf of an adult who lacks
capacity to consent
Objective of this SWAT
To assess the feasibility and effectiveness of a decision aid for family members acting as a
consultee or legal representative, including its effectiveness on decision quality
Study area: Recruitment
Sample type: Carer/Parent
Estimated funding level needed: Unknown
Background
Adults with significantly impaired decision-making through dementia, learning disabilities, or critical
illness are often excluded from research because of the ethical and methodological challenges of
conducting research with people who lack capacity to consent [1]. Concerns are often raised about
who can act as a consultee or legal representative (usually a family member), and how they make
a decision about research participation [2]. Family members can find making proxy decisions about
participation challenging and some experience decisional and emotional burden as a result [3].
Some studies have reported that nearly all proxies experience some degree of burden when
making decisions about research [4]. This leads to a high proportion of families declining
participation [5]. Despite numerous innovations to improve informed consent processes for
research, there are no interventions for proxies who are making decisions on behalf of someone
who lacks capacity.
Decision aids (DAs) support healthcare decision-making processes by providing information about
available options and their associated outcomes, alongside information that enables patients to
consider what value they place on particular outcomes and provide structured guidance on steps of
decision making. DAs have recently been developed for people considering participating in clinical
trials in order to better engage potential participants in the decision-making process about clinical
trials and allow them to make more personally relevant decisions about their participation [6].
These DAs have shown some potential promise in improving key decision outcomes such as
knowledge, values clarification, and decision conflict, whilst not negatively impacting recruitment or
intention to participate [7]. A novel DA for proxy decision-making about research has now been
developed [8], which requires evaluating to determine if it is an effective form of support, and if so,
in which contexts.
This SWAT will assess the feasibility and the effectiveness of the DA (a colour A5 booklet) in a
range of host trials, which aim to recruit adults who lack capacity. Trial recruiters will be
randomised to either deliver the intervention to family members approached as consultee/legal
representative alongside standard study information, or to provide standard study information
alone. A novel scale is being developed, ‘Combined scale for proxy informed consent decisions
(CONCORD)’, which builds on the outcomes identified in a core outcome set (COnSiDER) [9] and
existing scales such as the Decisional Conflict Scale.
Interventions and comparators
Intervention 1: Decision aid alongside standard study information documentation
Intervention 2: Standard study information documentation alone
Index Type: Participant Information
Method for allocating to intervention or comparator
Randomisation
Outcome measures
Primary: Combined scale for proxy informed consent decisions (CONCORD). CONCORD scores
will be recorded both for consultees and legal representatives who provide agreement to
participation on the person’s behalf and those who decline participation. Outcome measure

completion will be aligned with the host trial processes but is expected to be completed in a
relatively short timeframe following the decision.
Secondary: Secondary outcomes include selected CONCORD subscales of values clarity and
preparedness, and the proportion of consultees and legal representatives who provide agreement
to participate on the person’s behalf and the proportion who decline participation.
Analysis plans
The primary analysis is the comparison of the CONCORD scale between each randomised group.
Subgroup analysis will be considered for age, education level, relationship to the person being
represented and delivery mode of the intervention.
Possible problems in implementing this SWAT
This is the first intervention (and SWAT) involving consultees and legal representatives making
decisions about participation on behalf of someone who lacks capacity to consent, rather than
prospective participants themselves. The DA has undergone acceptability testing and cognitive
testing as part of the development process. As it is a novel intervention, further work is underway
to qualitatively explore the barriers and facilitators to using the decision aid. We will then conduct a
feasibility study to explore implementing the intervention and conducting the SWAT before
commencing this SWAT across a range of trial types and settings. Randomisation to intervention
or control will preferably be at an individual level, but will be dependent on the host trial design (e.g
whether cluster or individually randomised, number of sites and recruiters).
The feasibility study will enable us to explore randomisation, recruitment and data collection
processes. Following this, we will finalise the primary and secondary outcomes. Ethical approval
will be required for parent trials hosting the SWAT. Embedded process and economic evaluations
will be conducted alongside the SWAT to enable greater understanding about the contexts within
which it may or may not be effective, and the resource implications of its use.
References
1. Shepherd V, Wood F, Griffith R, Sheehan M, Hood K. Protection by Exclusion? The (lack of)
inclusion of adults who lack capacity to consent to research in clinical trials in the UK. Trials
2019;20:474. doi: 10.1186/s13063-019-3603-1
2. Shepherd V, Griffith R, Sheehan M, Wood F, Hood K. Healthcare professionals’ understanding
of the legislation governing research involving adults lacking mental capacity in England and
Wales: a national survey. Journal of Medical Ethics 2018;44:632-37. doi: 10.1136/medethics-2017104722
3. Shepherd V, Hood K, Sheehan M, Griffith R, Wood F. ‘It’s a tough decision’: A qualitative study
of proxy decision-making for research involving adults who lack capacity to consent in UK. Age and
Ageing 2019;48(6):903-9. doi: 10.1093/ageing/afz115
4. Sugarman J, Cain C, Wallace R, Welsh-Bohmer KA. How proxies make decisions about
research for patients with Alzheimer’s disease. JAGS 2001;49:1110–9. doi: 10.1046/j.15325415.2001.49218.x
5. Mason S, Barrow H, Phillips A, et al. Brief report on the experience of using proxy consent for
incapacitated adults. Journal of Medical Ethics 2006;32:61–2. doi: 10.1136/jme.2005.012302
6. Gillies K, Skea ZC, Campbell MK. Decision aids for randomised controlled trials: a qualitative
exploration of stakeholders’ views. BMJ Open 2014;4:e005734 doi: 10.1136/bmjopen-2014005734
7. Gillies K, Cotton SC, Brehaut JC, Politi MC, Skea Z. Decision aids for people considering taking
part in clinical trials. Cochrane Database of Systematic Reviews 2015;(11):CD009736 doi:
10.1002/14651858.CD009736.pub2
8. Shepherd V, Wood F, Griffith R, et al. Development of a decision support intervention for family
members of adults who lack capacity to consent to trials. BMC Medical Informatics and Decision
Making 2021;21:30 doi: 10.1186/s12911-021-01390-4
9. Shepherd V, Wood F, Robling M, et al. Development of a core outcome set for the evaluation of
interventions to enhance trial participation decisions on behalf of adults who lack capacity to
consent: a mixed methods study (COnSiDER Study). Trials 2021;22:935 doi:10.1186/s13063-02105883-5
Publications or presentations of this SWAT design

Examples of the implementation of this SWAT
People to show as the source of this idea: Victoria Shepherd, Kerry Hood, Fiona Wood, Katie
Gillies
Contact email address: ShepherdVL1@cardiff.ac.uk
Date of idea: 9/AUG/2020
Revisions made by:
Date of revisions:

