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Thesis abstract
This thesis comprises a systematic literature review, an empirical paper and a critical
appraisal. A systematic review of quantitative studies examining the efficacy of cognitive
interventions to improve decision-making in people with Mild Cognitive Impairment (MIC)
was conducted. Twenty-six papers were identified. Results indicate that interventions to
improve decision-making in people with MCI can be effective. Most studies tested
interventions designed to improve higher-order thinking skills, or executive functions, that
are thought to underpin decision-making. Of these, interventions targeting logical reasoning,
cognitive control and inhibition demonstrated the best results. Risk of bias arising from poor
quality research design or reporting affected most studies. Consequently, it was not possible
to draw clear conclusions about the efficacy of particular interventions at this time.
Implications and recommendations for research are discussed.

The empirical paper explores the feasibility of using a capacity assessment tool
designed to support remote working during the COVID-19 health crisis. Views were
gathered from eight participants either through online focus groups or online individual
interviews. Data from transcribed discussions, notes taken by a focus group assistant and
notes from focus group debrief sessions between the researcher and focus group assistant
were analysed using thematic analysis. Findings indicate that the tool is perceived to be
feasible for use in practice and merits additional research. The assessment tool was praised
for its structure and for prompts, questions and examples that enabled participants to obtain
useful data in a pressurised context. Clinical implications are discussed and
recommendations for research are outlined. The critical appraisal section offers reflections
on the process of undertaking research into mental capacity and decision making. Ethical,

philosophical and practical benefits and challenges are explored. The experience of



undertaking research during a significant health crisis is examined and recommendations

made for future applied research in these areas.
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Section One: Systematic Literature Review

Neuropsychological interventions to support complex decision-making in people with
mild cognitive impairment: A systematic review
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Abstract
This systematic review evaluated interventions designed to improve complex decision-
making skills. A systematic search of four databases was undertaken. Papers were included
if they had a quantitative design, were published in English, peer reviewed, related to people
over 18 with mild cognitive impairment and included neuropsychological interventions to
improve complex decision-making or closely aligned executive functions. The Revised
Cochrane Risk-of-bias tool for randomized trials (RoB 2) and the Risk of Bias in Non-
randomised Studies (ROBINS-1) tools were used to assess the quality of each study with the
exception of one publication for which the single-case design tool by Lobo et.al. (2017) was
used. The final review included 26 studies. Limited randomization strategies, insufficient
reporting of confounding variables and the exclusion of missing participant data from
analyses were the most frequent quality concerns. Results indicated that using cognitive
training to improve complex decision-making is effective regardless of whether it is delivered
individually or in a group. Associated executive functions of logical reasoning, cognitive
control and inhibition achieved the most significant results. However, there is insufficient
evidence at this time to recommend a particular intervention to clinicians and health services.

Directions for future research and implications for clinical practice are discussed.

Keywords: Mild cognitive impairment, decision-making, intervention, executive function,

cognition, neuropsychology
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Neuropsychological interventions to support complex decision-making in people with
mild cognitive impairment: A systematic review

Mild cognitive impairment (MCI) is a heterogeneous condition that can represent clinically
significant cognitive impairment but does meet the criteria for dementia (Morris et al., 2001;
Petersen et al., 2001). There is broad consensus that there are three sub-types of MCI: a)
Amnestic MCI (aMCl), defined as a clinically significant impairment in short-term memory
and learning; b) Non-amnestic MCI, where deficits are observed in domains like planning,
problem-solving and reasoning (usually described as executive functions) and c) multi-
domain MCI that may or may not include a memory impairment (Collie & Maruff, 2000;
Diamond, 2013; Grober & Kawas, 1997; Petersen, 2011).

MCI is more prevalent in older people, with estimates of six to 16% of people over 65
being affected. Prevalence rates can double in people over 80-years-old (Manly et al., 2008;
Petersen et al., 2010; Plassman et al., 2009). In terms of MCI sub-types, aMCl is considered
more common than non-amnestic MCI but some authors have found parity across sub-types
in research samples (Busse et al., 2006; Manly et al., 2008)
Decision-making and MCI

Decision-making involves the analysis of internal and external states, evaluation of
the different options available and selecting a course of action (Morgado et.al., 2015).
Complex decision-making is typically defined by differing amounts of risk associated with
the options or ambiguity about the consequences of choosing one option over another (Hsu &
Willis, 2013). In health care, decisions that include risks or ambiguity can include choosing a
course of treatment, deciding whether to have rehabilitation after an injury or whether to pay
for care and support at home after leaving hospital. Whilst rational and intuitive processes
may be activated when making complex decisions under risk or ambiguity, it is thought that

more optimal outcomes are likely when rational processes are privileged (Evans, 2003;
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Schiebener & Brand, 2015). Moreover, there is evidence to indicate that rational processing
correlates with higher order skills, or executive functions, such as inhibition, cognitive
flexibility, cognitive control, reasoning and working memory (Brand, 2008; Brand et al.,
2014; Derbyshire et al., 2014; Earnst et al., 2001; Gupta et al., 2009; Sinz et al., 2008;
Stanovich & West, 1998; West & Stanovich, 2003). Nevertheless, heterogeneity in research
designs and methodology makes it difficult to compare and sythesise findings across the
literature.

In relation to MCI, extant research indicates that people are more likely to use
inconsistent strategies in complex decision-making, which may reflect reduced reasoning
skills compared to age matched control groups (Delazer et al., 2007). There is also evidence
that intuitive decision-making processes are more heavily relied on in this population
(Delazer et al., 2007). This could be accounted for, in part, by reduced number processing
abilities, cognitive control and inhibition, all of which can be affected in people with MCI
and are considered important for complex decision-making (Delazer et al., 2007; Griffith et
al., 2003; Jasper et al., 2013; Niccolai et al., 2017; Okonkwo, Griffith, Belue, et al., 2008;
Okonkwo, Griffith, Copeland, et al., 2008; Okonkwo et al., 2006; Pertl et al., 2015, 2017,
Zamarian et al., 2010; Zamarian et al., 2011).

Evidence for Interventions

Research aiming to mitigate the impact of MCI has traditionally focused on compensatory
strategies, such as the use of memory aids (Mewborn et.al., 2017; Davies et.al., 2019). Other
studies have examined individual factors that could affect cognition, such as mood, lifestyle
and sense of purpose (Davies et al., 2019; Geda et al., 2010; Larouche et al., 2015; Strough et
al., 2015). As evidence emerges of preserved neuroplasticity in people with MCI, there is
growing interest in developing neuropsychological interventions that can maintain or

preserve cognitive function (Dinse, 2006; Fotuhi et al., 2016; Mahncke et al., 2006; Simon et
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al., 2012). MCI may offer a unique window for this type of cognitive remediation as
interventions seem to achieve better results in people with MCI than in people whose
impairment has progressed to a dementia (Belleville et al., 2011; Requena et al., 2006; Simon
etal., 2012).

Most cognitive interventions have focused on maintaining or improving short-term
and working memory (Jean et al., 2010). Results indicate that memory interventions can be
effective in improving day-to-day skills in all types of MCI (Gates et al., 2011; Jean et al.,
2010). Moreover, interventions designed to train aspects of memory may be more effective,
at least in the short-term, than memory strategies, such as mnemonics (Gates et al., 2011). In
addition, there is growing evidence that improvements in function correlate with the
development of neural networks, lending support for theories of neuroplasticity in people
with MCI (Miotto et al., 2018).

More recent studies have provided compelling evidence that cognitive domains other
than memory can be improved in for people with MCI (Barban et al., 2016; Sherman et al.,
2017; Yang et al., 2020). Moreover, a number of reviews indicate that interventions
facilitated by a therapist can be more likely to result in improvements in functional skills,
such as complex decision-making (Basak et al., 2020; Chandler et al., 2016; Sherman et al.,
2017; Zhang et al., 2019).

Mixed Findings and Areas of Limited Knowledge

Whilst interventions for people with MCI have been shown to be effective, reviews
indicate that positive outcomes may only achieve statistical significance in half to three-
quarters of participants (Gates et al., 2011; Jean et al., 2010) Furthermore, effect sizes for
cognitive interventions have varied widely and gains have not always generalised to other
functional domains (Gates et al., 2011; Jean et al., 2010; Sherman et al., 2017). Moreover,

the extent to which specific cognitive skills relate to functional abilities like decision-making
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in people with MCI remains an incomplete picture (Verdejo-Garcia et.al., 2009; Verdejo-
Garcia et.al., 2019). Extending MCI research in this area is likely to be important for health
services, given that difficulties in complex decision-making have been associated with
reduced everyday functioning and poorer health outcomes (Aretouli & Brandt, 2010;
Cameron et al., 2010; Gauthier et al., 2006; Marson, 2001). Accordingly, a clearer indication
of the types of cognitive interventions that could support complex decision-making abilities
in people with MCI may help to maintain both their independence and wellbeing.
Addressing Gaps in Research and Practice: A Health Perspective

The National Health Service (NHS) has been clear that supporting patients through
effective leadership and the implementation of best evidence is a priority for the organisation
(NHS Leadership framework, 2011). Clinical psychologists are well placed to support this
agenda through research and the translation of research to practice (Clinical Psychology
Leadership Development Framework, 2010). An examination and synthesis of the literature
is timely, as the last decade has seen an increase in studies aiming to improve complex
decision-making in a range of clinical populations including MCI (Boot et al., 2008; Mudar
etal., 2017; Zamarian et al., 2019).

Early reviews into cognitive interventions for MCI expressed concern about the
quality of research designs and found limited evidence for the generalisation of trained skills
to other abilities (Boot et al., 2011; Jean et al., 2010). However, Sherman (2017) suggests
that, in the last decade, many of the earlier criticisms have begun to be addressed and that the
time is right to re-examine the utility of current research findings for client wellbeing.

The Aim of the Review

The review will contribute new knowledge to the field by evaluating and comparing

interventions designed either to maintain or improve complex decision-making in people with

MCI or the cognitive functions that support it. To help to achieve this aim, the review will
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also synthesise theory and research into the cognitive correlates of complex decision-making
in MCI. The initial hypothesis is that cognitive interventions specifically designed to
support complex decision-making will produce the best results.

Accordingly the research question for this review will be:

What neuropsychological interventions are effective in improving or maintaining complex
decision-making skills in people with Mild Cognitive Impairment?

Different language is used in the neuropsychological literature to describe similar
processes relating to complex decision-making. Some descriptions are used interchangeably,
however there is some consensus on definitions (Capucho & Brucki, 2011). For this review,
a “complex decision” is defined as encompassing the process of choosing a course of action
under risk or ambiguity and is distinguished from “reasoning”, which is taken to mean the
process of weighing the benefits and risks of the available options (Chapman & Mudar, 2014;
Toplak et al., 2010).

Twelve reviews have been undertaken in the last decade that refer to some of the
studies included in this review. These reviews reference fourteen of the twenty-six studies
examined in this review. However, several related reviews either did not specify the focus of
the intervention or focused exclusively on memory abilities (Chandler et al., 2016; Cooper et
al., 2013; Jean et al., 2010; Jeong Hong et al., 2015; Preobrazhenskaya et al., 2019;
Rodakowski et al., 2015; Sherman et al., 2017; Wang et al., 2014). Other reviews were
concerned with examining or comparing intervention formats, such as computerised games,
whilst others were focused on different clinical populations or outcomes other than complex
decision-making abilities (Basak et al., 2020; Gates et al., 2011; Miotto et al., 2018; O'Shea
etal., 2019). None of the reviews examined questions specific to interventions aimed at

maintaining or improving complex decision-making or closely aligned cognitive processes.
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Methods
Search Strategy

This review adheres to the principles outlined by the Centre for Reviews and
Dissemination and the Preferred Reporting Items for Systematic Reviews and Meta-Analyses
(PRISMA) Statement for the undertaking and reporting of systematic literature reviews (a
completed PRISMA checklist can be seen in Appendix A) (Liberati et al., 2009). Following
scoping searches, four databases (Psychinfo, Medline, Embase and Web of Science) were
searched for relevant published literature from their inception until July 2020. The PubMed
database was also searched for the preceding twelve months to identify papers that might be
awaiting categorisation. These databases were selected as they balanced clinical and inter-
disciplinary sources and, in combination, covered the widest number of relevant publications
(Falagas et al., 2008).

The search strategy, created in consultation with a specialist librarian, contained no
methodological key words that might have limited results to specific designs. The approach
employed thesaurus terms alongside a set of free text words and phrases, informed by
relevant theory and literature (see Appendix B for the complete search syntax). For instance,
the literature was synthesised to identify executive functions that are associated with complex
decision-making in people with MCI. Whilst there was some heterogeneity in research
designs, the synthesis established that: Cognitive flexibility, cognitive control, reasoning,
monitoring of decision strategies over time, risk calculation, planning, problem-solving,
cognitive fluency and working memory are associated with optimal decision-making under
risk or ambiguity (Brand, 2008; Brand et al., 2014; Delazer et al., 2007; Griffith et al., 2003;
Jasper et al., 2013; Schiebener & Brand, 2015; Niccolai et al., 2017; Okonkwo, Griffith,

Belue, et al., 2008; Okonkwo, Griffith, Copeland, et al., 2008; Okonkwo et al., 2006; Pertl et
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al., 2015, 2017; West & Stanovich, 2003; Zamarian et al., 2010; Zamarian et al., 2011).
Accordingly, these abilities were included in the search.

In addition, the most commonly used outcome measures were also identified and
included in the search. The way that complex decision-making is measured varies widely
(Okonkwo, Griffith, Belue, et al., 2008). Nevertheless, tests like the lowa Gambling Task,
Cambridge Gambling Task and the Health Related Ratio Processing task represent some of
the more common tasks employed in research (Brand et al., 2006; Jacus et al., 2018; Lipkus
etal., 2001).

Scoping searches also indicated considerable heterogeneity in tests used to measure
executive functions that are aligned to decision-making (Kortte et al., 2002; Robertson et al.,
1994). For instance, there was no unified approach in the measurement of cognitive control,
tests for this ability ranged from the Trails Test (version B) (TMT), The TMT Version B-A,
the Stroop Colour-Word Test and the Test of Everyday Attention (TEA) (Barban et.al.,
2016; Boripuntakul et al., 2012; Donnezan et.al., 2018; Gagnon et.al., 2012). Moreover,
some studies examining the effect of interventions on complex functions appeared only to
employ tests of simple cognitions, such as the Digit Span Forward (Ostrosky-Solis & Lozano,
2006). An Excel spreadsheet was created to capture the range of tests used.

An experienced clinical neuropsychologist was asked to review the list and revisions
were made in line with their feedback to improve the relevance and accuracy of the search.
Some tests of simple cognition were included to ensure a broad search. However, papers that
included no tests typically understood to measure relevant executive functions were
ultimately excluded. The final list was included in the search terms.

Having tested the search strategy for specificity and sensitivity, search syntax were applied to

titles, abstracts and full texts within the databases. Citation chain searches included hand
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searches of reference lists and forward searches in Google Scholar to identify additional
papers. A final search was undertaken on 15" July 2020.
Screening and Selection

Citation results were exported to EndNote. A screening of titles and abstracts
established their relevance to the review. The full texts of potentially relevant studies were
obtained and reviewed. Initial and in-depth screening was undertaken against a tool
developed for the study, which was informed by the Patient Intervention, Comparison and
Outcome (PICO) framework (see Appendix C) (Stillwell et al., 2010). Ten percent of
potentially relevant studies (six) were inter-rated against the inclusion criteria by a fellow
student in the final year of a doctorate in Clinical Psychology programme. A consensus
decision was taken after discussing any disagreement in detail.

Studies were included if they: a) were published in English; b) peer reviewed,; c)
related to adults over 18 years without a diagnosis of a mental health difficulty or
neuropsychological condition other than MCI that could affect cognition; d) included
interventions that aimed to maintain or improve complex decision-making skills or the
executive functions that are indicated as most likely to underpin this ability; e) included any
quantitative measure of complex decision-making or relevant executive function and f) had a
quantitative design.

Data Extraction

A data extraction table captured methodological, demographic, outcome and quality
details from the included studies. Age, gender and educational attainment were included as
these variables have been identified as relevant to individual difference in cognition in people
with MCI (Jasper et al., 2013; Petersen et al., 2010).

Tables were piloted with four papers to determine their utility. Uncertainty about

what information to extract was resolved through discussion with supervisors where
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necessary. Twenty three authors were contacted in relation to missing, or limited data, and
follow-up emails written as necessary. Two authors replied and additional information was
added to the findings (Burgio et al., 2018; Donnezan et al., 2018). If studies explored
multiple hypotheses, only data related to the review question was extracted. Where studies
applied multiple analyses, only data that related to the outcomes of interest were extracted
and only data derived from the most complex models used. A narrative synthesis was
undertaken as heterogeneity in study methodology meant that it was not possible to undertake

a meta-analysis.

Quality Assessment

Quality was evaluated using three critical appraisal tools that best fitted the range of
studies included. The majority (19) of studies had a randomised design, for which the
Revised Cochrane Risk-of-bias tool for randomized trials (RoB 2) was used (Higgins et al.,
2011). The tool assesses risk across five domains with each evaluated as “low risk of bias”,
“some concerns” or “high risk”. Seven studies were of a non-randomised design, which were
assessed using the Risk of Bias in Non-randomized Studies of Interventions (ROBINS-1)
(Sterne et al., 2016). The ROBINS-1 evaluates studies across seven domains assessed as
either “low risk of bias”, “moderate risk”, “serious risk”, “critical risk” or “no information”
on which to base a judgement. These tools were selected as they have been peer reviewed
and praised for the level of detailed information they can produce (Boland et al., 2017,
Higgins et al., 2020). One paper had a single case study design. The assessment tool
developed by Lobo et.al. (2017) was used to assess this study. Each tool provides scope for

an overall quality rating and a rating in each domain of potential bias, judged to be effective

for comparing studies in detail (Boland et al., 2017). For randomised studies, quality was
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assessed against intention-to-treat principles in order to generate the most robust evidence
(Ranganathan et al., 2016).

Results
Studies Identified and Included

The search strategy identified 4105 records?. From these, 112 full text articles were
reviewed and 26 publications included in the review. Information relating to the selection and
inclusion of records is summarised in Figure 1.

Study Characteristics

Table 1 provides an overview of the characteristics of included studies and a summary
of the results. Of the 26 studies included, four studies used the same, or a subset of the same,
participant group, resulting in 24 samples used across the review (Mudar et al., 2017; Mudar
et al., 2019; Oskoei et al., 2016; Oskoei et al., 2013).

Eighteen studies employed a randomised design of which five were single blind
(typically blinding the outcome assessors to information about the group to which the
participant had been allocated) and two were double blind. Two studies incorporated a cross-
over design and two used matched pairs of participants. Half of these studies included an
active control group and, in two instances, this was achieved using a cross-over design. The
remainder employed a passive control group, commonly clients on a waiting list or those
receiving standard care.

Of the eight studies that employed a non-randomised design, one used a single case
study approach, one a within-participant cohort design, one a passive comparator group,

another a cross-over design and four used comparator groups from different clinical

2 Scoping searches indicated that the MCI population was sometimes imprecisely defined,;
referred to as, for example, “at risk of dementia” or “pre-Alzheimer’s” in the title and abstract. As
such, a broad search was used for the population. Accordingly, this resulted in a large number of
search results.
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populations. Seven studies described themselves as either a pilot or feasibility study and all
included studies employed a convenience sampling strategy (see appendix D for a detailed
summary of included studies).

Research contexts varied in terms of nationality, comprising nine European regions,
three American, three Iranian, two Chinese, two Thai, two Canadian, one Taiwanese and two
Australian samples. The majority of participants were female (71%). Nineteen studies
reported the average age of participants, which ranged between 68 and 74-years-old. Across
the 14 studies reporting on educational attainment, the average number of years in education
was 11. However, there was a considerable range from 3 to 18 years in education across
studies, with the lowest level of educational attainment reported in a sample of Iranian
women (Damirchi et al., 2018) (see Appendix 1-E for summary of participant
characteristics).

Intervention Characteristics, Measures and Analysis

Complex decision-making was directly targeted and measured in one study (Burgio et
al., 2018). Beyond this, there were a broad range of foci for interventions and outcomes.
Reasoning or cognitive control (typically conceptualised as a combination of attentional
switching, inhibition and divided attention) were the main foci in seven studies. The
remaining 18 studies targeted multiple executive functions relevant to complex decision-
making, including problem-solving, working memory, planning, goal management, verbal or
semantic fluency, and calculation.

Cognitive training (CT) comprises guided practice of standardised tasks intended to
improve cognitive skills through repetitious training (Clare & Woods, 2004). The study that
directly targeted complex decision-making used a computerised cognitive training (CCT)
intervention that trained number processing and executive fluency skills to improve complex

decision making under risk (Burgio et al., 2018). Of the remaining studies, the majority
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employed CT to enhance relevant executive functions (n = 17), of which 13 were delivered
on a computer. Four of the studies included in the review used cognitive stimulation (CS)
interventions involving a range of activities, such as reminiscence work and discussions of
current affairs (Da Cruz et al., 2015). The remaining study employed cognitive
rehabilitation, which involved input from a range of allied health professionals such as
clinical psychologists and occupational therapists (Clare & Woods, 2004).

Outcome tasks in the study using a complex decision-making intervention included
the Game of Dice Task and the Probability Associated Gambling Task (Brand et al., 2005;
Brand et al., 2006). Where executive functions were the focus of the intervention, the most
commonly used measures were the Trail Making Test parts A and B (TMT) (n = 13) (Kortte
et al., 2002). After this, semantic fluency tests, digit span backwards task and tests based on
cognitive interference were the most commonly employed (Delis et al., 2001; Ostrosky-Solis
& Lozano, 2006; Strauss et al., 2006). Overall, a broad range of tests were used with few
being employed more than twice.

Analysis of variance (ANOVA) (n = 8), t-tests (n = 12) or equivalent non-parametric
tests were the most frequently used method of analysis. Five studies reported effect sizes,
and it was possible to calculate effect sizes for a further 11 studies included in the review. Of
the twenty authors contacted, three provided responses in request for additional information
and extraction tables were updated accordingly.

Study Quality

Tables 2, 3 and 4 provide an overview of quality ratings across domains of bias for
randomised and non-randomised studies. One study was rated as low risk for all domains of
potential bias (Yang et al., 2020). Nineteen of the remaining studies were considered to be at

high risk of bias overall and six were assessed as being of some concern.
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Limited rigour in either the randomisation of participants or the controlling of confounding
variables proved relevant for 19 of the studies reviewed and includes all of the non-
randomised studies. A common protocol violation in the randomised studies was the
exclusion of participants from analyses who were unavailable at follow-up (n = 11). Only
two studies used an intention-to-treat (ITT) analysis (Sandeep, 2011). Missing data was
managed similarly across studies, in that it was typically excluded from analyses (n = 14).
Risk arising from the validity of the outcome measures used affected ten studies. Few studies
reported psychometric data relating to the validity or reliability of tests. Five studies used
only one or two measures to capture a range of complex executive functions (Barban et al.,
2016; Boripuntakul et al., 2012; Das et al., 2019; Oskoei et al., 2016; Oskoei et al., 2013).

Further, some studies used tests that may not have measured the target construct. For
instance, Boripuntal et.al. (2012) used a composite score of the Trail Making Test (TMT) (B-
A) to measure executive function but some authors have suggested that this might only be
measuring processing speed (Salthouse, 2011). The same authors used the Digit Span
Backwards (DSB) test to measure simple attention when this test might be more validly
considered a test of working memory (Ostrosky-Solis & Lozano, 2006).

Most studies did not report either the outcomes of power analyses or whether
assumptions for parametric tests had been met to justify their analytic strategy. Convenience
sampling was used across all studies. Ten studies employed a longitudinal design, retesting
participants on average six- months after training. Several studies employed computerized
interventions and were provided with software for use in the research (see appendices G and
H for supplementary tables assessing quality and describing supporting evidence for each
domain of bias).

Study Outcomes
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Fifteen studies resulted in statistically significant improvements for most, or all, the
outcomes measured, favouring the intervention (see Appendix 1-F for a breakdown of results
including effect sizes). When analysed, three of these studies had delivered interventions in a
group format, seven had undertaken the intervention individually with support from a
facilitator, one had asked people to complete training independently at home, one included a
mix of groups and individual work and three did not report the intervention context. Nine
studies delivered training across six or eight weeks, which was the average for the review.
Four of the studies that achieved significant positive results delivered the intervention over a
relatively small number of sessions (between five and ten sessions), whilst only two provided
a substantial number of sessions of between two and four sessions a week for up-to six
months. Most of the studies reporting improvements in cognitive function had used cognitive
training as their intervention strategy (n = 13). Three quarters of these studies used a passive
control group.

One of 15 studies achieving positive results, one used a decision-making intervention
in which participants achieved gains in the Probability Associated Gambling Task, used as a
proxy measure for complex decisions made under risk. Two studies focused on logical
reasoning abilities and achieved medium to large effect sizes (d = .57, d = 2.74) (Nousia et
al., 2019; Unverzagt et al., 2007). Of these two studies, one measured outcomes after two
years and found that improvements had been sustained (d = .27) (Unverzagt et al., 2007).
Both used a passive control group as a comparison. Five studies aimed to improve cognitive
control and achieved small to medium effect sizes (R*= .16 - 1> = .63) (Finn & McDonald,
2011, 2014; Gagnon & Belleville, 2012; Oskoei et al., 2016; Oskoei et al., 2013). The
remaining studies that reported positive results trained a mixture of executive functions
including planning, problem solving, working memory and semantic categorization

(Boripuntakul et al., 2012; Damirchi et al., 2018; Donnezan et al., 2018; Li et al., 2019;
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Manera et al., 2015; Moro et al., 2015; Silivaikul & Munkhetvit, 2019). Whilst effect sizes
varied, most effects were large and favoured the intervention group (n? = .14 -d = 1.72). The
extent to which effects were sustained varied. One study, for example, reported greater
improvements than the comparator group after three months, whilst another observed no
sustained effects when measured at 18 months (Damirchi et al., 2018; Li, He & Qiao, 2019).

Six studies had mixed outcomes, three of which aimed to improve gist reasoning (Das
etal., 2019; Mudar et al., 2017; Mudar et al., 2019). Of these three studies, some
improvements were made in abilities thought to make up gist reasoning, such as strategic
attention and innovative thinking, albeit effect sizes were small (d =-.05-d =.12). Of the
other three studies achieving mixed results, one study found that positive outcomes were not
sustained (Barekatain et al., 2016). Another study did not obtain positive outcomes on tests
of executive function but achieved positive results on proximal measures that mirrored the
tasks trained in the intervention (d = .42, d = 1.84) (Cipriani et al., 2006). The remaining
study achieved positive results in tests of verbal fluency but did not find improvements in
tasks of working memory or cognitive flexibility (Djabelkhir-Jemmi et al., 2018)
Five studies reported no statistically significant improvements (Barban et al., 2016;
Djabelkhir et al., 2017; Matias-Guiu et al., 2016; Yang et al., 2020; Zhang et al., 2019).
These studies were of mixed design and the measures used were heterogenous, making them
difficult to compare.

Discussion

This review aimed to examine the effectiveness of interventions to improve complex
decision-making in people with MCI. Methodological limitations constrain the extent to
which conclusions can be drawn about the usefulness of one intervention over another to

support complex decision-making.
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Some findings indicate that interventions characterised by cognitive training
techniques, targeting either complex decision-making directly or the aligned skills of logical
reasoning and cognitive control can improve complex decision-making abilities in this
population (Brand et. al., 2006; Brand et. al., 2014; Griffiths et. al., 2003; Pertl et.al., 2017;
Sherod et. al., 2008). However, whilst studies with these characteristics demonstrated strong
outcomes they only represent 30% (n = 8) of the total sample (Burgio et al., 2018; Finn &
McDonald, 2011, 2014; Gagnon & Belleville, 2012; Nousia et al., 2019; Oskoei, Nejati &
Ajilchi, 2013; Oskoei, Ajilchi & Geranmayepour, 2016; Unverzagt et al., 2007). Six of the
remaining studies also achieved positive results and, whilst heterogeneity in targeted abilities
(including planning, problem solving, divided attention and calculation) limited comparisons,
four of them employed cognitive training methods. Of the best performing studies, therefore,
over three quarters employed cognitive training, which is convergent with the literature
(Liang et al., 2019).

Consistent with the literature, longitudinal studies demonstrated variation in the extent
to which improvements were maintained (Barban et al., 2016; Barekatain et al., 2016;
Damirchi et al., 2018; Das et al., 2019; Djabelkhir-Jemmi et al., 2018; Donnezan et al., 2018;
Gates et al., 2011; Hertzog et al., 2008; Jean et al., 2010; Sherman et al., 2017; Li et al., 2019;
Moro et al., 2015; Unverzagt et al., 2007; Yang et al., 2015). Nevertheless, half of these
studies reported at least partially sustained improvements up-to 18-months after the
intervention. Moreover, positive outcomes appear not to be contingent on whether
interventions are delivered on an individual or group basis. Furthermore, the number or
frequency of sessions did not seem to correlate significantly with better client outcomes.
These findings are encouraging for professionals in health services, for whom time and
resources are often limited (Robertson et al., 2017). Further, in relation to longitudinal

outcomes, short-term benefits from interventions could still offer utility to practitioners if
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improvements in cognition support clients to make important one-off decisions, such as
deciding whether to accept a course of treatment.

The majority of studies used a heterogenous sample of MCI subtypes and varied in
how MCI was defined and diagnosed. Whilst this presents challenges for research designs it
affords some ecological validity as it mirrors the challenges of differentiating MCI from other
clinical populations and indicates that positive outcomes may benefit a range of MCI
subtypes (Petersen, 2011; Ritchie et al., 2001).

Just under half of the studies included (n = 12) reported either mixed findings or did
not achieve any significant change as a result of an intervention. Mixed findings identified
could reflect the complex and dynamic nature of MCI (Collie & Maruff, 2000; Petersen,
2011). For example, experimental groups in some study samples achieved similar scores
before and after the intervention, whilst cognitive outcomes in control groups, particularly
passive groups such as those on a waitlist, worsened over the course of the research (Moro et
al., 2015; Silivaikul & Munkhetvit, 2019). Intervention effects for some participants
therefore, appear to reflect the maintenance, rather than improvement in cognitive abilities.
Moreover, some participants’ conditions might have progressed to a dementia during the
course of the research, reducing the likelihood of beneficial effects from interventions
(Peterson, 2011).

The findings of the review, therefore, lend some support for the hypothesis that
people with MCI can, and do, benefit from neuropsychological interventions designed to
improve complex decision-making.

Methodological Explanations for Mixed Findings
Variation in outcomes within this review could be, in part, accounted for by the

different comparator groups used across studies. For instance, larger effect sizes were
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typically observed in studies where a passive control group, such as those retained on a
waiting list, was used.

In most studies, researchers measuring intervention outcomes were blind to group
allocation. However, only two studies used a double-blind design to disguise the aim of the
intervention, or of the study as a whole, to participants or facilitators (Gagnon & Belleville,
2012; Yang et al., 2020). Not using a double-blind design increases the risk of outcomes
being influenced by factors other than the intervention, such as an awareness of being
observed on the part of participants (the Hawthorne effect) or positive therapeutic effects
from receiving attention and support (Sedgwick & Greenwood, 2015; Nousia et.al., 2019).
Indeed, Daly et.al. (2000) suggest that improvements in mood or stress levels could account
for some of the spontaneous improvements in function observed in people with MCI in the
community.

Most randomised studies violated the intention to treat (ITT) principle, excluding
people who did not complete an intervention from the analysis. This is likely to have reduced
comparability between group outcomes, particularly in instances where the reasons cited for
attrition included the perception that training was too difficult or time consuming
(Ranganathan et al., 2016). This approach could also have resulted in exaggerated treatment
effects or reduced statistical power (Ranganathan et al., 2016). However, academic positions
on ITT analysis vary with some authors criticising ITT principles on the basis that they are
too conservative and can result in type 1l error (Sandeep, 2011). Moreover, the exclusion of
missing data was an issue for most studies and could limit the extent to which results can be
said to reflect the true value of the intervention (Fleming, 2011). Nevertheless, this
information could still be of value to clinicians if they know that an intervention is more

likely to be successful if people complete all the sessions or actively engage in activities.
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Some studies used small sample sizes, with six describing their study as a pilot or feasibility
research (Boripuntakul et al., 2012; Das et al., 2019; Finn & McDonald, 2011; Manera et al.,
2015; Matias-Guiu et al., 2016; Mudar et al., 2017). As a consequence, analyses were
sometimes under-powered, reducing the reliability, and replicability, of the results.

The extent to which the difficulty of tasks could be personalised for participants varied
in across the studies in this review. This could be because, as yet, there is an inadequate body
of evidence to indicate how best to manage task difficulty in cognitive intervention research
(Lietal., 2011; Liang et al., 2019). Lovden (2010) suggests that this issue is important, as
interventions must be sufficiently difficult to effect cognitive change. Nevertheless, this
reviewed did not establish a link between difficulty level and participant outcomes (Sherman
etal., 2017). Moreover, there was considerable heterogeneity in the tests used to measure
executive function and heterogeneity in how tests were used or combined to measure specific
abilities. For instance, planning skills were measured in one paper using the Digit symbol
Coding Task, in another using the Tower of London Task and in a third using a picture
completion test designed specifically for the study (Baraketain et. al., 2016; Damirchi et.al.,
2018; Massimo et. al., 2011; Tulsky, 2003; Zhang et. al., 2019). Accordingly, it was difficult
to accurately compare results across studies.

Accordingly, whilst several studies reported positive findings it is important to consider them
in the context of the design quality issues observed and the impact this might have had on the
validity and reliability of results. However, some studies may have been disadvantaged as a
result of journal word count restrictions (Sterne et al., 2019). This was especially true for
non-randomised studies, none of which reported potential confounding variables or how they
might have been controlled for. It was possible, for example, to rate one paper as lower risk
in relation to randomisation after receiving additional information from the author (personal

communication with Dr. L. Zamarian, May, 2020).
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Clinical Implications

Whilst other reviews have explored complex decision-making interventions in clinical
populations, this is, to our knowledge, the first review to examine cognitive remediation in
complex decision-making for people with MCI (Verdejo-Garcia et al., 2019). Moreover, the
results of this review have direct relevance for clinical psychology in practice.

Adults with reduced cognition can experience problems with everyday life and,
understandably, low mood and anxiety as a result (Health equity in England: The Marmot
review 10 years on, 2020). Accordingly, in terms of improving the overall psychological
health of older people, addressing complex decision-making deficits has clear benefits.
Clinical psychologists are often required to undertake complex capacity assessments or to
advise on how best to support someone to make their own decision (Mental Capacity Act
2005: Code of Practice, 2007). Knowledge of how to improve cognitions that underpin
complex decision-making abilities could enable professionals to provide interventions that
might enable clients with MCI to retain autonomy over their affairs for longer.

Inferring suitability of an intervention for an individual client when it has been trialled
with a population can be problematic and this review does not take the position that one
approach will suit everyone (Darby & Dickerson, 2017). However, the review indicates that
cognitive training for skills such as reasoning and cognitive control could offer utility to
clinicians. Moreover, some studies that achieved positive results employed methods that
might be more easily replicated in practice than those requiring complex technology, such as
written articles, short stories and health literature (Das et al., 2019; Mudar et al., 2017; Mudar
etal., 2019).

Strengths and Limitations of the Review
The review adhered to PRISMA guidelines in order to achieve a high level of rigour

and transparency and to enable replication. The review was comprehensive; four databases
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were searched and a broad range of search terms were used. The study was intentionally
broad in scope to capture relevant research, encompassing international literature and
including any type of cognitive remediation targeted at either complex decision-making or
relevant higher-order cognitive skills. However, this breadth may have limited the extent to
which findings could be synthesised. The exclusion criteria applied, such as excluding
papers published in languages other than English, might have limited the reliability of
findings.

This review necessitated reviewer judgement and interpretations, which may have
biased results. For instance, a judgement was made about executive functions that are
relevant to complex decision-making and the measures that are most likely to capture these
functions after reviewing the literature in this area. However, decisions taken were done in
consultation with supervisors and experts in the field to ensure they were well-informed.
Reduced cognitive ability, as an aspect of in individual difference, is unlikely to fully account
for all the variation in functional decision-making competence (Han et al., 2015). Other
factors are also likely to be important, including low mood, anxiety and stress (De Visser et
al., 2011; Miu et al., 2008; Morgado et al., 2015). Moreover, environmental factors in health
care settings, including the quality of the relationship between clients and professionals, can
influence client decision-making competence (Series, 2015). Nevertheless, cognitive deficits
have consistently been shown to play an important role in complex decision-making and
therefore justifies academic and clinical attention.

Conclusions and Recommendations

This review has explored emerging findings for complex decision-making
interventions for people with MCI. Results indicate that cognitive training in decision-
making and the associated skills of reasoning and cognitive control, and to an extent abilities

such as ratio-processing, planning, cognitive flexibility and numerical calculation, offer
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potential directions for the improvement of complex decision-making skills for this
population. This area of research is growing and it is hoped that design issues that might
limit the quality of findings in future studies will reduce, creating a more coherent literature
and increased confidence in interventions.

Many of the studies reviewed were pilot or feasibility studies and it is recommended
that these are up-scaled to larger research projects. It is acknowledged, however, that
recruiting large numbers of participants in a short-space of time can be challenging (Finn &
McDonald, 2014). An alternative approach could be to extend the use of single-case designs
(SCD) in this area of research (Lobo et al., 2017). Authors such as Dallery and Raiff (2014)
discuss how SCDs offer both a practical and flexible approach for scientist-practioners in that
one or more people can be included in a sample, units of analysis (or “case”) can be settings
such as hospitals as well as people and they are not limited to detecting large changes in
wellbeing. Whilst generalisability of results can be limited this can be increased by choosing
people that are representative of the type of person for which the intervention would be used
or undertaking replication studies (Barlow & Hersen, 1984; Franklin et. al., 1996).

Moreover, the requirement to assess individuals at multiple time points in SCDs is arguably
more feasible given developments in technology, providing scope for the use of smart phones
and webpages in gathering data (Lobo et al., 2017).

More studies that concurrently examine neurophysiological as well as
neuropsychological changes would help to establish the extent to which underlying
physiological processes influence functional change (Gaitan et al., 2013). More research
employing a longitudinal design would clarify the extent to which cognitive interventions
help over time. Furthermore, increased use of functional tests of complex decision-making
could increase the ecological validity, and therefore usefulness, of findings; reducing reliance

on proxy measures of executive function (Gaitan et al., 2013).
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Improving complex decision-making skills for people with cognitive impairments can
help to maintain independence and increases the scope for Clinical Psychologists to provide
effective psychological care to clients and their families across all settings. It is hoped that
this review offers a useful synthesis and analysis of the current literature in relation to
cognitive interventions for decision-making that can support these goals. The results
highlighted in this review point to promising avenues for future applied research that could

promote improved understanding of what works and what might practicable in services.
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Table 1
Summary of Study Characteristics and Results
Author (yr.) Study Location Focus of intervention Comparator(s) Primary outcome(s) Results
Design of interest
Barban Randomised (multi-centre) Italy, Greece, CCT: Selective attention, Two arms. Arm A (CCT Outcomes of The intervention did not result in
etal. (2016) controlled cross-over design. Norway and abstraction, logical reasoning and then rest n = 12) and arm psychometric tests significant gains after training or over time
Spain. visuo-spatial skills. B =reverse order. designed to tap the and there were no significant differences
EFs trained. between the scores across training arms.
Barekatain Randomised, single-blind Isfahan, Iran. CR: Strategies to improve EFs. Passive control group Outcomes of Training group showed significant
etal. (2016) design. (waiting list). psychometric tests improvements in planning skills compared
designed to tap the to control participants. No significant
EFs trained. results achieved for other EFs tested.
Boripuntakul Randomised, matched pairs Chiang Mai, CT: Tasks that target EFs including: ~ Passive control group Outcomes of Significant improvements were observed
etal. (2012) pilot study. Thailand. Auditory and visual selective (waiting list). psychometric tests for attention and EF in the intervention
attention, planning, organising, designed to tap the group.
problem solving and abstract EFs trained.
reasoning that were intended to
simulate activities of daily life.
Burgio Randomised controlled cross-  Venice, Italy. CT: Numerical v. EF training. Two arms. Arm A Decision-making Group A showed a steady increase in
etal. (2018) over design. (numerical then EF under risk and ratio decision-making scores over time.
trainingn = 12) and arm B processing. Ratio-processing improved at all time
= reverse order. points for group A and at T2 and T3 for
group B.
Cipriani Between-subject design. Brescia, Italy. CCT: Tasks training non-verbal Comparison group Non-verbal There were no significant differences
et al. (2006) intelligence which comprised comprising people with intelligence: Pre-post achieved after training in either group.
reasoning skills. multiple system atrophy cognitive scores on Mean scores suggest some improvement in
(MSA) who received the seven psychometric semantic fluency and inhibition for the
same training. tests. MCI group.
Damirchi Randomised controlled Aliabad-e Katul, CCT: Tasks training EFs that Passive control group. Cognitive Significant differences between groups in
et al. (2017) matched pairs design. Iran. included working memory, performance on the all scores after training favouring the

reasoning, spatial ability.

trained abilities as
well as processing
speed, planning and
problem solving.

intervention group, except in measures of
reaction time. Differences in inhibition
increased (favouring experimental group)
after six months.
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Author (yr.) Study Location Focus of intervention Comparator(s) Primary outcome(s) Results
Design of interest
Das Randomised, single-blind Texas, U.S. Gist reasoning training to improve a  Training + tDCS Cognitive Significant gains In strategic attention and
etal. (2019) pilot trial. combination of: Strategic attention, performance on innovative thinking in the group that
integrated reasoning and innovative psychometric tests received reasoning training only but these
thinking. intended to capture results were not sustained over time.
gist reasoning.
Djabelkhir Randomised feasibility Paris, France. CCS: Tasks stimulating EFs. Active control: Cognitive Cognitive stimulation group improved in
et al. (2017) design. Computerised cognitive performance in some aspects of executive function.
engagement. psychometric tests of
EF.
Djabelkhir- Between-subject, single-blind,  Paris, France. CCT: Tasks training EFs. Participants with MCl and  Performance in Both groups demonstrated improvements in
Jemmi parallel group design. with high levels of white psychometric tests sustained attention over time. Participants
etal. (2018) matter hyperintensities designed to tap EFs with high levels of WMH failed to improve
(WMH) were compared (planning, inhibition on all but one test of EF whilst those
with participants without and flexibility). without WMH improved on a range of EF
WMH. measures.
Donnezan Randomised controlled Montreal, Canada ~ CCT: 33 different games designed Passive control group EFs: Working After training there was a significant main
etal. (2018) design. (memory clinic). to improve EFs. asked to maintain existing ~ memory, inhibition, effect of training (group x time) for
lifestyle and routine. flexibility and reasoning. No main effect for training on
reasoning. other measures.
T-tests indicated significant pre-post effects
for reasoning and working memory in the
CCT group.
Finn et al. Rondomised, controlled New South Wales, CCT: Tasks designed to improve Waitlist control group Performance on tests After training there was a significant main
(2011) pilot design. Australia. cognitive control. intended to tap effect of training (group x time) on
sustained Cognitive attention and cognitive control.
control including:
Working memory and
set shifting
Finn et al. Multiple baseline single- New South Wales, CCT: First phase of training NA Cognitive control Fluctuations across sessions but a positive
(2014) case design. Australia. designed to target sustained and (cognitive set-shifting  trend over training for divided attention and
divided attention and cognitive and working memory)  cognitive control. Regression analysis
control. showed significant change in sustained
attention and executive function for one
participant.
Gagnon Randomised, double-blind Montreal, Canada. CCT: Training on cognitive control Active control group Cognitive control Significant effects of intervention across
et al. (2012) controlled design. (dual-tasks) where participants were  receiving same dual-task most measures in both groups indicating

asked to vary the priority they gave
to each aspect. Supplemented with
tasks of meta-cognition.

training but without being
asked to vary the priority
given to different tasks

that fixed or variable dual task training
could improve attentional control.
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Author (yr.) Study Location Focus of intervention Comparator(s) Primary outcome(s) Results
Design of interest
Lietal. Randomised controlled trial. ~ Shanghai, China. CCT: Tasks designed to improve Passive control group. Psychometric tests Significant effects of intervention were
(2019) EFs including: Visual working designed to tap the observed across several measures of EF
memory; speed of calculation; trained EFs. immediately after training but only some
visual search; alertness, mental improvements sustained at 18mths.
rotation and the rearrangement of
images.
Manera Between-subject parallel Nice, France. CCS: Computerised games designed ~ Group of participants Outcomes of Improvements observed in the MCI group.
et al. (2015) group pilot design. to simulate everyday tasks requiring  diagnosed with dementia. psychometric tests
EFs including inhibition. designed to tap the
EFs stimulated.
Matias-Guiu Between subject parallel Madrid, Spain. CS: Based on abacus arithmetic to Results were compared EF: problem solving Scores improved in one measure of EF in
etal. (2016) groups pilot study. improve EFs. with two other groups: and spatial thinking. the MCI group but this was statistically
One comprising healthy insignificant.
older adults and another
with suspected dementia.
Moro et al. Cross-over design. Verona, Italy. CS: Aimed at improving and Active control group as Decision making and Improvements in most domains after
(2015) maintaining decision making and part of the cross-over EFs. training that were partially maintained over
EFs. design. time. Set-shifting skills achieved the
highest scores and these were maintained.
Group B showed significant decline whilst
waiting to begin training. Participants and
carers reported benefits.
Mudar et al. Randomised Single-blind Texas, U.S. Gist reasoning training to improve: Active control employed Cognitive Training group improved in strategic
(2017) controlled pilot trial. Strategic attention; integrated in gaining new learning performance on attention and concept abstraction but no
reasoning and innovative thinking. about brain health. psychometric tests significant gains observed in complex gist
intended to tap gist abstraction compared to control
reasoning skills. participants.
Mudar et al. Randomised single-blind Texas, U.S. Gist reasoning training. Active control employed Cognitive inhibition. Some improvements were observed.
(2019)? controlled trial. in gaining new learning
about brain health.
Nousia Randomised controlled loannina, Greece. CCT: Tasks designed to train EF Passive control: Standard Psychometric tests Improvements in the experimental group in
et al. (2019) design. (logical thinking) clinical care including designed to tap all domains with the biggest gains observed
medication management aspects of logical in tests of attention and verbal fluency.
thinking.
Oskoei P Randomised design. Tehran, Iran. CCT: Tasks designed to train Passive control receiving Performance on Experimental group improved significantly
etal. (2013) cognitive control and set-shifting. standard care. psychometric tests of in all tests compared to the control group
& Oskoei et flexibility (set- with group differences accounting for
al. (2017) shifting). approximately 25% of the variation in post-

test scores.
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Author (yr.) Study Location Focus of intervention Comparator(s) Primary outcome(s) Results
Design of interest
Silivaikul Between-subject, single- Chiang, Mai CT: Strategies and education-based Passive control. Executive functions. Training group maintained, or improved
etal. (2019) blind study. Provence, Thailand.  activities deigned to promote EFs. their scores on tests of attention and EF,
whilst the control group, in the main,
worsened.
Unverzagt, Randomised single-blind Five centres across CT: Reasoning training. Passive control. Reasoning ability. Reasoning ability improved compared to
et.al. (2007) controlled trial. the U.S. control group and results were sustained
over two years.
Yang Randomised, double blind, Taipei, Taiwan. CCT: Sustained attention; Active control using Aspects of attention Mean scores improved for participants in
etal. (2020) two-arm parallel group attentional control and visuospatial computerized cognitive including attentional the training group but differences in scores
controlled design. attentional tasks. games. control. between groups were not significant.
Within-subject cohort Beijing, China. CCT: Tasks training EFs focused on  No comparator. Psychometric tests of No significant gains were observed for any
Zhang design using a convenience reasoning, calculation, attention, . EFs. measure.
et al. (2019) sampling approach.

aThis study used a subset of the sample obtained by Mudar et.al. (2017b)

b These two publications reported on different outcomes for the same sample and have therefore been combined in line with best practice (Boland, Cherry, & Dickson, 2017)

Acronyms and definitions: CS: Cognitive stimulation; CCS: Computerised cognitive stimulation; CR: Cognitive rehabilitation; CT: Cognitive training; CCT: Computerised cognitive training;
EF: Executive function; tDCS: Transcranial Direct Current Stimulation
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Table 2

Assessment of quality summary table: Randomised studies

Risk of bias per domain (Risk of Bias Tool ROB-2)

Author (yr)  Randomisation Deviation Missing Measurement  Reported Judgement Abridged evidence for judgement
(selectionand  from intended outcome of the results overall
performance) intervention data outcome (Deviation from
(performance) algorithm? y/n)
Barban Some Some High Low Low High (n) "Randomisation.... was carried out by centre and sample with a block
etal. (2016)  concerns concerns size of four to prevent imbalance. The allocation procedure was

concealed from the raters" No reported information about whether
participant allocation was concealed from researchers or the extent to
which participants were aware of their group allocation.

47 people dropped out from the wider sample of 348. It is not clear how
many of these had been allocated to the MCI group (106), or the reasons
for attrition and so it was difficult to estimate the potential impact on the
outcome other than to assume there might have been one.

Barekatain Some Low High Low Low High (n) "Participants were assigned using block-design randomisation"

etal. (2016)  concerns "participants in each group were unaware of the existence of other
groups”. No other information about the randomisation process
provided.
This was one of only a few studies that employed an intention to treat
analysis.
Nevertheless, this was a small sample of which 58% of participants
dropped out of the treatment group and reasons for attrition were not
provided.
Multiple valid and reliable tests of EF were used.

Boripuntakul Low Low Low High Low High (n) "Randomisation was performed by opening an opaque sealed envelope”
et al. (2012) This was a pilot study and so a small sample is to be expected and non-
parametric tests were used.
However no justification for the sample size reported in relation to
recommended guidance for pilot studies. Data for all participants
randomised was included.
The biggest concern in this study was the use of inadequate and possible
inappropriate measures for the target cognitive constructs.
Only one measure — Trail Making Test (TMT) (B-A) as a sole measure
of EF. Using just one measure is sub-optimal for a broad and complex
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Author (yr.)  Randomisation
(selection and
performance)

Deviation
from intended
intervention
(performance)

Missing
outcome
data

Risk of bias per domain (Risk of Bias Tool ROB-2)

Measurement

of the
outcome

Reported
results

Judgement
overall
(Deviation from
algorithm? y/n)

Abridged evidence for judgement

Burgio Some
etal. (2018)  concerns

Damirchi Some
etal. (2017)  concerns

Das et al. Low
(2019)

Low

Low

High

Low

High

High

Low

High

High

Low

Low

Low

Some concerns

(n)

High (n)

High (n)

construct. Moreover, there is evidence that TMT B-A may only
measure speed across age ranges.

"patients were randomly assigned to either training order A or B"

No information provided about sequence allocation. Other than limited
information about the randomization process there was good evidence
about quality in all other domains.

Insufficient information reported to draw conclusions in several areas.
Inappropriate/ insufficient measurement and missing data were the
biggest threats to the reliability of results.

Only one test was used to measure each type of cognition including
complex functions. Some tests may have been appropriate. For
example, a digit span forward test is typically considered to be a test of
short-term verbal memory but in this instance it was used to measure
working memory.

A large portion of participants dropped out of the study and there was
no reported indication of the reasons for this. Implication in the
published article is missing participants and their data was excluded and
that a per-protocol approach was taken.

Unclear if participants knew the differences between groups.

"A research assistant who was blinded to participant information and
cognitive behaviour, randomised the participants into one of two
groups...using random function on Microsoft Excel after baseline
training".

Valid and reliable measures used to test changes in EFs albeit a small
range of tests.

The gist training group alone received "sham" tDCS to blind
participants from their group allocation.

There was 32% attrition by the third assessment time point with reasons
predominantly relating to demands on participants’ time. Implication in
the published article is that missing participants and their data was
excluded and a per-protocol approach to analysis was taken.
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Author (yr.)

Randomisation
(selection and
performance)

Deviation
from intended
intervention
(performance)

Missing
outcome
data

Risk of bias per domain (Risk of Bias Tool ROB-2)

Measurement
of the
outcome

Reported
results

Judgement
overall
(Deviation from
algorithm? y/n)

Abridged evidence for judgement

Djabelkhir
et al. (2017)

Donnezan
et al. (2018)

Finnet al.
(2011)

Some
concerns

High

Low

High

High

Some
concerns

Low

High

High

Low

Some
concerns

Low

Low

Low

Low

High (n)

High (n)

High (n)

"patients were assigned to...group using a simple computerised
randomisation procedure™

Whilst there was only one person who dropped out, the sample was
small and already under-powered.

Clear rationale for planned tests based on hypothesised results.
Detailed tables of results and explicit reporting on non-significant
findings.

The unit of randomization is group. It is unclear how this was achieved
but the implication is that it was to create as much similarity between
groups given the small sample size. This approach to randomization
may have introduced bias in the results.

Analysis excluded participants post-randomisation and a naive "per-
protocol" analysis was adopted. Reasons cited to account for a 26%
attrition rate indicated that the reliability of the results might have been
affected by attrition. For instances, reasons included "too difficult” or
"too time consuming". No analysis or procedure reported to correct for
bias.

Awareness of intervention may have effected results through
expectation (Hawthorne) effects (Sedgwick & Greenwood, 2015).
However, this was an issue for the majority of studies reviewed and it is
admittedly difficult to overcome in designs where the intervention
includes behavioural changes.

"Independent person placed slips of paper with either "treatment" or
"waitlist" written on them into opaque envelopes that were sealed".
After baseline training participants were asked to select an envelope at
random.

Whilst otherwise of good quality, missing data that was not handled in
line with any analytic strategy was of concern in an already under-
powered sample.
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Risk of bias per domain (Risk of Bias Tool ROB-2)

Author (yr.)  Randomisation Deviation Missing Measurement  Reported Judgement Abridged evidence for judgement
(selectionand  from intended outcome of the results overall
performance) intervention data outcome (Deviation from
(performance) algorithm? y/n)

Gagnon High Some Low Low Low High (n) "This study was a double-blind design: Participants were unaware of the

etal. (2012) concerns training strategies and pre/post assessments were carried out by different
assistants who were blinded to assignment intervention and hypotheses"
Good use of measurement. Use of proximal measurement of a similar
design to the training task and multiple distal measures related to
broader function. Importantly for clinical contexts, effect sizes were
reported.
"Randomisation was stratified for education and age in order to equate
groups on those dimensions". Semi-random design.
No analytic strategy for dealing with deviations from intention to treat.
One person dropped-out in each group and reasons were only known
for one person. The potential impact has been assessed as minimal in
the circumstances.

Lietal. Some Some High Low Low High (n) Limited information obtained about the randomization process. "They

(2019) concerns concerns were randomised to the training or control group".
Moreover, there was considerable attrition (mainly observed in the
control group) which could have introduced bias. “the main reason was
that participants contacted physicians for medication”. A per-protocol
analysis was used.
"...to minimise Hawthorne effect both groups were told that the study
purpose was observation, follow-up and early diagnosis"

Mudar etal.  Some Some Low Low Low Some concerns  Limited information about the randomization process: "after baseline

(2017) concerns concerns (n) scores were established they were randomised to two training groups”
Limited information available in some domains reduced the extent to
which the review could be confident in conclusions.

Mudar etal.  Some Some Low Low Low Some concerns  As above?

(2019)? concerns concerns (n)
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Risk of bias per domain (Risk of Bias Tool ROB-2)

Author (yr.)  Randomisation Deviation Missing Measurement  Reported Judgement Abridged evidence for judgement
(selectionand  from intended outcome of the results overall
performance) intervention data outcome (Deviation from
(performance) algorithm? y/n)

Nousiaetal. Some Some Low Low Low Some concerns  Limited information about the randomization process: "patients were

(2019) concerns concerns (n) randomly divided into two groups”. All statistics were reported fully
regardless of whether statistical significance was achieved.
Multiple measures used to assess complex processes that have good
validity and reliability for the specific cognition or skill.
No drop-outs in the study and no deviations in treatment allocation.
Authors state that the presence of the Hawthorne effect cannot be ruled
out.

Oskoei etal.  Some High High High Low High (n) "(Patients)...randomly divided into experimental and control groups".

(2013) & concerns

Oskoei et al. Only one measure used but it was appropriate for the construct under

(2017) consideration. 25% attrition in an already small sample. No reasons
reported that could indicate minimal impact on results and no
information as to how this was managed in the analysis.

Unverzagt Low High High Some Low High (n) The parent study from which the data was extracted reported an

et.al. (2007) concerns appropriate analytic technique to calculate the effect of assignment to
intervention. Authors, however, do not report whether there was
attrition from the study for these participants.

Yang et al. Low Low Low Low Low Low (n) "An independent investigator used software to generate a random

(2020) number table, after which block design randomisation (4)"

"the independent investigator placed the written interventions into
sealed opaque envelopes according to the random allocation"

There was a difference in age that was corrected for in the analysis
"participants were aware that different intervention measures would be
used in the two groups. ...To ensure blinding, participants were blocked
from knowing the training content of results of other participants.
Trainers were not allowed to discuss participant grouping™

"Randomly assigned participants were included in the final analysis
based on the intention-to-treat principle"

2 Data for this study was a subset of Mudar, et.al. (2017a)
b Two publications reporting on different outcomes for the same sample have been combined in line with best practice (Boland et al., 2017)
Acronyms and abbreviations: Y: Yes; PY: Probably yes; N: No; PN: Probably no; NI: No information

Table 3
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Assessment of quality summary table: Non-randomised studies (ROBINS-1)
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Author
(yr)

Confounding

Risk of bias per domain and overall judgement (Risk of Bias in Non-randomised Studies Tool — ROBINS-1)

Selection

Classification
of
intervention

Deviation
from
intended
intervention
(performanc
e

Missing
outcome
data

Measurement
of the
outcome

Reported
results

Overall
assessment?

Abridged summary

Cipriani
et al. (2006)

Djabelkhir-
Jemmi
et al. (2018)

Manera et
al. (2015)

MatiasGuiu.

etal. (2016)

NI

NI

NI

NI

Low risk

Low risk

Low risk

Low risk

Low risk

Low risk

Low risk

Low risk

Low risk

Moderate
risk

Moderate
risk

Low risk

NI

High
risk

Moderat
e risk

Low
risk

Moderate risk

Low risk

Low risk

Moderate risk

Low risk

Low risk

Low risk

Low risk

High risk

High risk

High risk

High risk

No information about potential confounders and no
information about baseline characteristics were
provided.

Control group participants equalled less than 30% of
intervention group whilst this was due to the design,
this imbalance might have affected the reliability of
results. Assessors were blind to group allocation. No
potential expectation effects on the part of the
experimental group were considered.

Overall, insufficient information on which to draw a
conclusion.

Participants were volunteers so variables like
motivation could have introduced bias. No potential
confounders were reported or otherwise controlled for.
No reported analytic approach to control for attrition.
“One person dropped out after the first week”. The
group was not specified. There was already an
imbalance in sample size with the AD group being
25% bigger than the MCI group.

Proportion of missing data differed slightly between
groups and assessors were not blind to participant
allocation.

There is evidence that reported results correspond to
all intended outcomes, analyses and sub-groups.

All participants began, and were followed-up, at the
same time points. As with other studies there was no
reported consideration of confounding factors or
procedures to control for them.
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Risk of bias per domain and overall judgement (Risk of Bias in Non-randomised Studies Tool - ROBINS-1)

Author Confounding  Selection Classification ~ Deviation Missing  Measurement  Reported Overall Abridged summary
(yr) of from outcome of the results assessment?
intervention intended data outcome

intervention

(performanc

e)
Moro NI Low risk Low risk Low risk Moderat  Low risk Low risk Highrisk  Participants could choose which group they
etal. (2015) e risk participated in. Two people (one from each group)

were not available for 12-month follow-up for
personal reasons. Deemed unlikely to have affected
the true outcome. No analytic approaches used to
accommodate missing data or correct for bias at the 12
month follow up.

Silivaikul NI Low risk Low risk Low risk Low Low risk Low risk Some Potential practice effects in using the same tests post

etal. (2019) risk concerns training were not controlled for in this or other
studies.

Zhangetal. NI Low risk Low risk Moderate Serious  Low risk Moderate  Highrisk  “85.19% of participants contributed data for analysis”.

(2019) risk risk risk Reasons for attrition were not given.

“We assessed cognition both at the baseline and after
training”. No explicit information about blinding, or
otherwise, of assessors.

2Included to facilitate comparisons across studies Acronyms: NI: No information
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Table 4

Assessment of quality summary table: Single case design

Paper: Finn & McDonald (2014): A single case study of computerised cognitive training for older persons with mild cognitive impairment

Criteria Evidence / conclusion

Design Yes, the design was appropriate for evaluating the intervention

Method details Yes. Participants’ characteristics, selection method, and testing setting specifics were adequately detailed to allow future replication. Published
data included appendices that provided details on the training and full information about participant, setting and selection were included

Independent variable Yes, the independent variable was described in sufficient detail to allow replication and was systematically manipulated by researchers

Dependent variable Yes. Each dependent variable was quantifiable and measured systematically across time

Internal validity Some concern. Within multiple-baseline single case study designs there is some consensus that the study should comprise >6 phases with >5

points (What works clearinghouse: Standards handbook v.4.1, 2020)
This design had only two phases

External Validity Yes.

Face Validity Probably yes. A valid and reliable test of executive function was used but only one measure for each construct under consideration.

Social Validity Yes. The outcome of interest (executive function) has a clear relevance for health outcomes and the study was arguably more practical and cost
effect than a large randomised design.

Sample attrition Yes. Only one participant left the study

Randomization NA

Overall assessment of quality? Some concerns

2Included to facilitate comparisons across studies
Acronyms: NA: Not applicable

Appendix 1-A
Prisma Checklist

Section/topic # Checklist item Reported on page
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TITLE

Title 1 ‘ Identify the report as a systematic review, meta-analysis, or both. 1-12

ABSTRACT

Structured summary 2 | Provide a structured summary including, as applicable: background; objectives; data sources; study eligibility criteria, participants, and 1-2
interventions; study appraisal and synthesis methods; results; limitations; conclusions and implications

INTRODUCTION

Rationale 3 | Describe the rationale for the review in the context of what is already known. 1-3t0 1-10

Objectives Provide an explicit statement of questions being addressed with reference to participants, interventions, comparisons, outcomes, and 1-9
study design (PICOS).

METHODS

Protocol and 5 | Indicate if a review protocol exists, if and where it can be accessed (e.g., Web address), and, if available, provide registration information -

registration including registration number.

Eligibility criteria 6 | Specify study characteristics (e.g., PICOS, length of follow-up) and report characteristics (e.g., years considered, language, publication Appendix 1-C
status) used as criteria for eligibility, giving rationale.

Information sources 7 | Describe all information sources (e.g., databases with dates of coverage, contact with study authors to identify additional studies) in the 1-10to 1-11
search and date last searched.

Search Present full electronic search strategy for at least one database, including any limits used, such that it could be repeated. Appendix 1-B

Study selection State the process for selecting studies (i.e., screening, eligibility, included in systematic review, and, if applicable, included in the meta- 1-11 to 1-12 Figure.
analysis). 1

Data collection process | 10 | Describe method of data extraction from reports (e.g., piloted forms, independently, in duplicate) and any processes for obtaining and 1-12
confirming data from investigators.

Data items 11 | List and define all variables for which data were sought (e.g. funding sources) and any assumptions and simplifications Tables, 1,2,3 &

Appendix 1-D to 1-F

Risk of bias in 12 | Describe methods used for assessing risk of bias of individual studies (including specification of whether this was done at the study or 1-13

individual studies outcome level), and how this information is to be used in any data synthesis.

Summary measures 13 | State the principal summary measures (e.g., risk ratio, difference in means). 1-12

Synthesis of results 14 | Describe the methods of handling data and combining results of studies, if done, including measures of consistency (e.g., 12) for each 1-12

meta-analysis.
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Search Syntax

Appendix 1-B

Database

Syntax

Psychinfo, Medline
And PubMed

Embase
OR dementia

Population terms: "Dementia” OR "Cognitive

Impairment” OR "Alzheimer's Disease" "Cognitive Dysfunction"
AND

Intervention terms: "Logical Thinking” OR "Metacognition" OR
"Decision Making" OR "Problem Based Learning" OR "Problem
Solving" OR "Group Problem Solving" OR "Probability Judgment"
OR "Judgment™" OR "Probability" OR "Uncertainty" OR "Inductive
Deductive Reasoning™" OR "Reasoning” OR "Inductive Deductive
Reasoning" OR "Critical Thinking" OR "Rationality" OR "Digital
Technology"” OR "Computer Assisted Instruction” OR "Computer
Applications™" OR "Electronic Learning" OR "Adaptive Learning"
OR "Computer Applications" OR "Computer Games" OR
"Simulation Games" OR "Neuropsychological Rehabilitation" OR
"Cognitive Rehabilitation” OR "Neurorehabilitation” OR "Task
Switching" OR "Group Intervention" OR "Intervention" OR
"Treatment" OR "Psychoeducation™ OR "Client Education" OR
"Perceptual Stimulation” OR "Stimulation” OR "Goal Orientation"
OR "Cognitive Control" OR "Cognitive Flexibility" OR "Executive
Function" OR "Brain Training" OR "Fuzzy Logic" OR "Logic" OR
"Thinking" OR "Metacognition” OR "Delay Discounting” OR
"Mental Processes” OR "Probability Learning™ OR "Overlearning"
OR "Discrimination Learning" OR "Cues" OR "Risk-Taking+" OR
"Inhibition, Psychological" OR "Impulsive Behavior+" OR
"Judgment" OR "Probability” OR "Uncertainty” OR "Technology+"
OR "Decision Making, Computer-Assisted+" OR "Simulation
Training" OR "Rehabilitation" OR "Internet-Based Intervention"
AND

Outcome terms: "Kohs Block Design Test" OR "Raven Coloured
Progressive Matrices" OR "Raven Progressive Matrices" OR
"Stanford Binet Intelligence Scale" OR "Wechsler Adult Intelligence
Scale” OR "Wechsler Bellevue Intelligence Scale” OR "Executive
Functioning Measures" OR "Stroop Color Word Test" OR "Decision
Making" "Neuropsychological Tests+" OR "Decision Making" OR
"Delay Discounting” OR "Wechsler Scales+" OR "Mental
Competency" OR "Mental Status and Dementia Tests+"

Population terms: mild cognitive impairment/ OR cognitive defect/
AND

Intervention terms: decision making/ OR gist/ OR reasoning/ OR
investigation/ OR support/ OR group/ OR therapy/ OR intervention/
OR treatment/ OR alleviate/ OR training/ OR multi domain/ OR
perception/ OR attention/ OR flexibility/ OR switching/ OR
planning/ OR executive function/ OR executive control/ OR logical
thinking/ OR judgement/ number/

AND

Decision-making outcome: decision making/ OR making up mind/
OR flanker /OR stroop/ OR wrat 3/ OR dementia rating scale/ OR
clinical dementia rating scale/ OR neuropsychological test/
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Web of Science

Free search terms?

All free search terms used

Population terms®: “mild cognitive impairment” OR MCI OR
“dementia” OR “alzheimer®*” OR “Cognitive impairment”

AND

Intervention terms: “Decision-making” OR “decision making” OR
“gist” OR “gist reasoning” OR “reasoning” OR “problem solving”
OR “decision support” OR “supported decision making” OR “group
intervention” OR “self-monitoring” OR “cognitive stimulation” OR
“cognitive rehabilitation” OR “cognitive stimulation” OR
“cognitive remediation” OR Neurospsychol* rehabilitation” OR
“neuropsychol* intervention” OR “neuropsychol™* treatment” OR
“pscyhol* intervention” OR “psychol* treatment” OR “response
inhibition training” OR “multi-domain cognitive training” OR
“multi-domain training” OR “computer-based cognitive” OR
“Executive function*” OR “attention” OR “cognitive flexibility” OR
“set shifting” OR “task switching” OR“cognitive switching” OR
“executive control” OR “planning” OR “ratio processing” OR
“number processing” OR “logical thinking” OR “judgement”

AND

Outcomes terms: “decision-making" OR "delay discounting” OR
"risk taking" OR "ratio processing" OR "arithmetic" OR "lowa
Gambling Task" OR “IGT” OR "Cambridge Gambling Task" OR
CGT OR "Balloon Analogue Risk Task™ OR "information sampling
task" OR "Bead* Task" OR "Coin Flipping Task" OR "Cups

Task" OR "Randomized Lottery Task" OR "Effort-Expenditure for
Reward Task" OR "reversal Learning Task" OR "Bandit Task" OR
"Game of Dice Task" OR" Probability-Associated Gambling Task™
OR "Probability Associated Gambling Task" OR "Foraging Task"
OR "flanker" OR "stroop" OR "go/no go" OR "Go/No Go" OR
"computerised go/no-go" OR "N back" OR "AX-CPT" OR
"reasoning" OR "gist" OR "anchor" OR "framing" OR "capacity" OR
"decisional capacity” OR "health decision" or "financial decision"
OR "medical decision" OR "medical capacity" OR "financial
capacity" OR "Flanker Task" OR "DRS initiation" OR

"dementia rating scale initiation” OR "DRS initiation" OR "dementia
rating scale perseveration" OR "DRS perseveration” OR "Stroop"
OR "stop signal task" OR "Hayling" OR "clock tests" OR
"completions and corrections Test" OR "reverse learning task” OR
"controlled oral word task™ OR "DKEFS sorting test" OR

"Brixton" OR "verbal concept attainment test” OR "alternate Uses
test" OR "fluency test" OR "Wisconsin Card Sorting" OR
"Dimensional Change Card Sorting" OR "Trails B" OR "Cambridge
Automated Neuropsychological Test Battery” OR "CANTAB" OR
"Intra/extra dimensional set-shifting subtest” OR "IED" OR

"BADS rule switch” OR "rule switch™ OR "rule-switch" OR "n-back"
OR "backwards digit span" OR "self-ordered pointing task™ OR
"Corsiblock spatial span” OR "Clock™ OR "block " OR "BADS key
search” OR "key search” OR "zoo map" OR "tower of Hanoi" OR
"predicaments task" OR "everyday problem solving inventory” OR
"reflective judgement dilemmas™ OR "means ends problem solving"
OR" everyday problems test" OR "practical problems test" OR
"action planning task" OR "WRAT-3" OR "WRAT-3
ARITHMETIC" OR "arithmetic subtest” OR "Columbia card task"
OR "Stanford Binet" OR "Figural Analogies" OR "Raven
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Matrices" OR "series completion™ OR "odd one out task™ OR

"digit symbol coding” OR "digit symbol copy"” OR "trails A" OR
"letter comparison” OR "pattern comparison” OR "substitution test"
OR "modality test" OR "TEA phone search" OR "test of everyday
intelligence phone search™ or "test of everyday intelligence” OR
"CLOX 2" OR "DRS construction task™ OR "construction task" OR
"VOSP" OR "line orientation test"

2intervention and outcome terms were selected based on relevant psychological literature, expert
consultation and theoretical models including Shiebener and Brand’s decision making under risk
model (2015a) and the gist reasoning model contained within Fuzzy Trace theory (Reyna & Brainerd,
2011).

bScoping searches indicated that research was often imprecise in the language used to describe the
population. Accordingly, words like dementia and impairment were included to try and capture all
relevant studies.
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Appendix 1-C
Screening Tool Template

Research question:
What neuropsychological interventions are most likely improve or maintain complex
decision-making abilities in people with a mild cognitive impairment?

Reviewer name: Date:
Author name: Year of publication:
Title: Journal:
Include Exclude
Population O Adults over 18 with 0 People under 18
mild cognitive impairment Adults with additional health
(of any type) problems that could affect

cognition including neurological
(e.g. stroke dementia or brain
injury) or significant
psychological difficulties (e.g. a
diagnosis of depression).

Adults using substances or on
medication regimes that could
affect cognition (e.g. alcohol or

lithium)

Intervention O Neuropsychological 0 Interventions intended to:
interventions that aim to compensate for deficits; modify
improve or maintain complex  the environment; modify cognitions
decision making skills extensively reviewed elsewhere
or the executive functions including memory and working
that are indicated in the memory; modify cognitions
literature as most likely unrelated or distally related to
to underpin this ability. This decision making including
should comprise the majority processing speed; modify personal
of the intervention or it should factors other than cognition
be possible to extract this data. including physical health or

mood
This includes CT, CS and CR
targeted at reasoning skills,
Judgement, cognitive control,
inhibition, cognitive flexibility,
task monitoring, working
memory (if concurrent with
another relevant cognitive
function, verbal/semantic
fluency or ratio processing).

Outcomes O Any quantifiable [0 Any other outcome
measure of decision including other types of
making or relevant cognitive processes like
executive function short-term memory or

simple attention or where
measures of working memory
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Screening Tool Template

are the only measure included

Study design | Any gquantitative study [0 Qualitative
that reports data to derive
the intervention effects of
interest. This is likely to
include randomised, non-randomised and cohort studies

Other
Features [0 Published in English [0 Published in any language
of the study O  Peer-reviewed other than English
O Grey literature including
Conference reports and
dissertations
Overall decision O  Include O  Exclude

Notes:
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Characteristics of Included Studies
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Appendix 1-D

Author (yr.)

Funding
source

N of
participants

Method of
diagnosis for MCI

Frequency (session/week) total Drop-out N,
session, duration and dosage of (%)
intervention

Method and context for intervention
experimental condition (EC) and
comparator condition (CC)

Outcome of interest

Barban
etal. (2016)

Barekatain
etal. (2016)

Boripuntakul
etal. (2012)

Burgio et al.
(2018)

Cipriani
et al. (2006)

Damirchi
etal. (2018)

European Union.

Isfahan
University of
Medical
Sciences.

n/r

San Camillo
Hospital, Venice
& Medical
University of
Innsbruck.

n/r

No funding
received.

106

36

10

23

13

54

Petersen et al.
(2004) criteria.

NUCog criteria
(Walterfang et al.,
2006)

Petersen et al.
(2001) and
Grundman et al.
(2004) guidelines.

Petersen et al.
(2004) and Albert

etal. (2011)
guidelines.
n/r

Score of 18-23 out
of 30 on the MMSE
(Folstein et
al.,1975).

24 one-hour sessions, twice weekly
for three months followed by three
months rest (arm A) and reversed
for arm B. Software provided by
SOCIABLE via a touch-screen
computer. 30 mins of CT and 30
mins of episodic reminiscence about
their life.

sample

12 (33) (10
from CR)

Two hours a week for eight weeks.
Practice during the week
encouraged.

18 sessions over 60 mins, 3 days a
week. Over six weeks difficulty
progressed each week or once 100%
pass rate achieved.

Two interventions of CT: 30 mins
on 5 consecutive days for each
intervention. “easy” level with
optional “difficult” once the easy
level was completed.

0(0)

Two periods of training comprising 0(0)
13-45 min. sessions, 4 days a week
over 4 weeks with a break of
approx. 6 weeks. Difficulty can be
tailored but whether this was done is
nir.

30 minutes each day rising to 60 10 (23.76)
minutes for weeks 7 & 8 at a day

centre in Iran.

n/r for MCI sub-

Groups of up-to three facilitated by a
trained therapist. Difficulty could be
individually adapted for each task across
three levels of difficulty.

Group work in a university clinic
facilitated by a trained PhD student.
Training comprised attention processing
training, goal management work and
problem solving activities.

Face-to-face CT with researcher. Pre-set
randomised schedule with each person in
the EG receiving memory, attention and

EF modules.

Task completion was supervised by a
psychologist.

Individual computer-based training at an
Italian neurorehabilitation day hospital.

Individual computer-based games
supervised by a physiotherapist at a day
centre.

EFs including cognitive
control and logical reasoning.

EFs

Short-term effects of
cognitive training on
cognitive function.

Ratio processing and
decision-making under risk.

Effect of CT on non-verbal
intelligence.

EFs
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Author (yr.) Funding source N of Method of diagnosis  Frequency (session/week) total Drop-out N, (%)  Method and context for intervention Outcome of interest
participants for MCI session, duration and dosage of experimental condition (EC) and
intervention comparator condition (CC)
Das Sammons 22 Petersen et al. Two one-hour sessions per week 7 (4 from Small groups of up-to five facilitated by a  Gist reasoning: Complex
et al. (2019) Enterprises; (2001) criteria. over four weeks. training group trained clinician. Encouragement to abstraction; innovative
Barbara Wallace only, 3 from practice skills as often as possible outside  thinking; fluency; inhibition
Foundation training + the session. and conceptual reasoning.
Trust. tDCS).
Djabelkhir Foundation des 20 As defined by One session a week lasting 90 1 (5) (from the Group (up-to 7 people) activity facilitated ~ EFs including flexibility,
etal. (2017) Gueules Cassees Petersen et al. minutes for three months (12 CCS group). by a neuropsychologist. fluency, inhibition and WM.
and KODRO (2004). sessions total). Difficulty level
software. could be adjusted at the group level.
Software by KODRO.
Djabelkhir- Foundation des 58 As defined by 24 1.5 hour sessions undertaken 21 (ten in non- Undertaken at a hospital. Group activity Mental flexibility, processing
Jemmi Gueules Cassees Petersen (2004) and  twice-weekly for three months. WMH group facilitated by a neuropsychologist. speed, working memory,
etal. (2018) and KODRO 1.5 SD below the Software by KODRO. Content and 11 in the Individual responses to questions on a planning, categorization,
software. norm on a test of changed every two weeks and WMH group) large screen via individual iPad. inhibition and divided
EF. comprised four 15 minute activities. Feedback provided after each task. attention.
Donneza et Decathlon sports 34 Single or multi- Two 1 hour sessions per week over 6 (17.64) CT:5  Groups of 4-8 people held at memory EFs (working memory,
al. (2018) equipment. domain MCl via 12 weeks (24hrs total). - 3 during clinic using “Happyneuron” and Presco” flexibility, inhibition and
Petersen (2004). trainingand 2 at  gaming (Yhnell et al., 2018). Exercises reasoning).
follow-up projected on a wall and responded to in
C: 1 during turn by participants.
training.
Finn n/r 25 Single or multi- 4-5 training sessions per week until 9(36).4in Completed at home without supervision EFs (working memory and
etal. (2011) domain amnestic 30 were completed. Difficulty training gp and after the first training session. Weekly cognitive control).
MCI as per Winblad increased individually after reaching 5 in control gp prompts and progress monitored remotely
etal. (2004). and a pre-determined performance level. online.
score of >23 on the Computerised feedback given.
MMSE. Software by Lumosity Inc.
Finn n/r 2 Single or multi- Two phases each comprising twenty 1 (33.3) Training delivered at a memory clinic on EFs (flexibility, problem
etal. (2014) domain amnestic sessions. Each session lasted 2 an individual basis twice a week. solving, reasoning and

MCI as per hours and contained 3-4 training control).
Winblad et al. tasks. Entire data collection over

(2004) and a score eight weeks. Difficulty of tasks

of >23 on the gradually increased once a pre-

MMSE. determined score was achieved.

Software by Lumosity Inc.
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Author (yr.) Funding source N of Method of diagnosis  Frequency (session/week) total Drop-out N, (%)  Method and context for intervention Outcome of interest
participants for MCI session, duration and dosage of experimental condition (EC) and
intervention comparator condition (CC)
Gagnon n/r 26 MCI with executive 6 one-hour training sessions over 4(15.3) Trained in sub-groups of two with Attentional control
et al. (2012) deficits (with or two weeks. individual computers and a researcher
without memory present.
impairment). As
defined by Petersen
(2001) and a score
of 1.5 SD below
age-matched norms
on at least one EF
test.
Lietal. Clinical 80 Albert et al. (2011) Three or four sessions of 40 mins 97 (60.62): 2at  Alone at home online. Training duration EFs
(2019) Research Centre, guidelines. each week for six months. Self- 6mth follow-up  and performance checked by a researcher
Shanghai adaptive difficulty levels. and further 45at  weekly.
University; 18mths in
National Natural training group;
Science 17 at 6mth and
Foundation. further 33 at
18mth in control
group.
Manera European 21 Albert et al.(2011) Five sessions over a four-week 1(4.7) the Sessions were held at research centre in EFs (particularly planning).
etal. (2015) Commission and guidelines. period in which new “cooking” group was n/r Nice, France with a trained clinician.
Alzheimer’s scenarios were introduced. Participants encouraged to practice the
Association. games as often as possible at home.
Matias-Guiu n/r 20 As defined by Two sessions of 150 minutes, twice ~ None Two groups of ten people comprising Problem solving, numeracy
etal. (2016) Peterson et al. a week for five weeks. Exercises members of all diagnostic groups. and spatial thinking.
(2008). gradually increase in difficulty Individual and group tasks were included.
regardless of previous score.
BrainFactory +50 software.
Moro Fondazione 30 As defined by Six months of cognitive stimulation. Sessions were held at the Centre for EFs including: flexibility;
etal. (2015) Cariverona; Peterson et al. First two months consisted of two Cognitive Disorders in Verona and were multi-tasking; inhibition;

Italian ministry
of Education and
Italian ministry
of Health.

(2008).

one-hour sessions per week. In the
final four months one session per
week with homework.

facilitated by a trainer. People were
encouraged to practice as much as
possible at home. A carer attended every
session.

categorical thinking; verbal
reasoning based on prior
knowledge; planning and
problem solving.
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Author (yr.) Funding source N of Method of diagnosis  Frequency (session/week) total Drop-out N, (%)  Method and context for intervention Outcome of interest
participants for MCI session, duration and dosage of experimental condition (EC) and
intervention comparator condition (CC)
Mudar Grants from the 50 As defined by Two one-hour sessions over four None Small groups of up-to five facilitated by a  Gist reasoning comprising
et al. (2017) RGK Petersen et al. weeks. Sessions included training trained clinician. Encouragement to strategic attention, integrated
foundation, (2001). on extracting relevant information practice skills as often as possible outside  reasoning and innovative
Dallas, Texas. from real-world information (e.g. the session. thinking.
news bulletins), generalising the
meaning and generating multiple
interpretations.
Mudar Grants from the 50 As defined by Two one-hour sessions of training None Small groups of up-to five facilitated by a  Gist reasoning comprising
et al. (2019) RGK Petersen et al. over four weeks. trained clinician. Encouragement to strategic attention, integrated
foundation, (2001). practice skills as often as possible outside reasoning and innovative
Dallas, Texas. the session. thinking.
Nousia n/r 46 As defined by 15 weeks, two sessions per week. 0 n/r Impact of CT on logical
etal. (2019) Peterson et al. Each session lasting between 30-60 reasoning.
(2013). mins. Software provided by
RehaCom Cognitive Therapy
Software.
n/r 40 Score of <25 0onthe 12 sessions, twice a week for 2.5 10 (25) five Location of training n/r. Presence of Impact of CT on selective
Oskoei MMSE (Folsteinet  hours. Difficulty progressively from each facilitator or monitoring undertaken n/r. attention and attentional
et al. (2013) al., 1975). increased after pre-defined scores group. Reasons flexibility.
& Oskoei were achieved. Software via nir.
etal. (2016) NEurocognitive Joyful Attention
Training. “Four” tasks each session
— details n/r.
Silivaikul Faculty of 24 Score of 11-25 on Three-hourly sessions per week for 0 Individual and small group work based at Impact of cognitive training
et al. (2019) Associated the MoCA. six weeks. Activities included the social welfare home. on EFs.
Medical Science, games and training drills.
Chaing Mai
University.
Unverzagt National 2802 (main Psychometric Ten training sessions of 60-75 n/r Small groups (max. 5) facilitated by a Impact of CT on reasoning
et.al. (2007) Institute on data set) of algorithm based on minutes over a six week period. trainer using a manual. “Make-up” ability.
Aging; National which, 193 RAVL test—1.5SD  Included individual and group sessions arranged when sessions were
Institute of were eligible  below predicted exercises and feedback. Difficulty missed.
Nursing in this study.  score. progressively increased after
Research; accuracy scores of 75% were
National achieved. Session 1-5 strategy
Institute of instruction and 6-10 strategy
Health. practice.
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Author (yr.) Funding source N of Method of diagnosis  Frequency (session/week) total Drop-out N, (%)  Method and context for intervention Outcome of interest
participants for MCI session, duration and dosage of experimental condition (EC) and
intervention comparator condition (CC)
Yang Ministry of 78 As defined by Three 45-minute sessions three 7 (4 from A dedicated room at the recruitment Effect of multi-domain
etal. (2020) science and Peterson et al. times a week for six weeks. experimental) centre was provided for each session. attention training on
technology, (2013). Software from CogniPlus that reasons were Fidelity monitored by the software and cognitive control.
Taiwan. adapts difficulty to individual ability — mainly leaving researchers who recorded training status
during training. the home. of each person.
Beijing 27 As defined by Two hourly-sessions per week for 10. Personal Completed on individual tablet computers  Effect of multi-domain
Zhang Municipal Petersen et al. 12 weeks. Five levels of difficulty reasons cited. and facilitated by trainers who were not cognitive training on EFs.
etal. (2019) Science (2001). on each task that would be increased permitted to provide feedback or task
Commission and once a pre-defined score had been support beyond resolving technology
China reached. Software by Beijing issues.
Scholarship Neowave Technology Co.
Council.

2 In addition: 1.5 SD below the mean on memory tests (single domain amnestic MCI); 1.5 SD below the mean on reasoning or processing tests (multi-domain MCI) or 1.5 SD below the mean on tests of memory and
one other domain (Multi-domain amnestic MCI)

® In addition, 1.5 SD below the mean score on any composite score of memory, speed of processing or executive function

Acronyms and definitions: MMSE: Mini Mental State Examination; C: Control group; CT: Cognitive training; SD: standard deviation; EF: Executive function; SOPT: Speed of processing training; tDCS: Transcranial
Direct Current Stimulation; RAVL: Rey Auditory Verbal Learning test; MoCA: Montreal Cognitive Assessment;
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MCI Intervention Group

Comparator group

Author (yr.) N, % Male, N, Age, mean Education N, % Male, N, Age, mean Education  Exclusion criteria
% (SD) yrs % (SD) yrs
Mean Mean
(SD) (SD)

Barban 46 (43.39) 25(54.34) 744(5.7) 9(4.3) 60 (56.6) 31(51.66) 72.9(6) 11 (4.7) <65 yrs; <5 yrs education;

etal. (2016)

Barekatain 17 1(5.88) n/r n/r 19 2 (10.52) n/r n/r <60 yrs; <5 yrs education; psychiatric or neurological

et al. (2016) disorders, independence in daily living tasks, dementia or
medication that could affect cognition

Boripuntakul 5 (50) 2 (40) 78.4 (5) 12.4 (3) 5 (50) 2 (40%) 776(0.1) 9(5.2) <50 yrs; no cerebral infection or disease in last 12 months; no

etal. (2012) depressive symptoms (as measured by GDS (Debruyne et al.,
2009)) and no cognitive-enhancing drugs

Burgio 12 (arm 4 (33.3) 76.17 10.92 11 (arm 6 (54.5%) 77.27 10.18 Neurological, medical or psychiatric co-morbity (measured

etal. (2018) A) (9.95)2 (3.48) B) (47.8) (6.54) (4.29) by HADS (Snaith & Zigmond, 1986)).

(52.1)

Cipriani 10 (43.4) n/r 70 (6.0) n/r 3(13) nir 69 (9.5) n/r n/r

et al. (2006)

Damirchi 11 (25) 0 679(3.7) 35(1.2) 9 (20.4) 0 69.1(49) 32(1.2) < 60 or > 85 yrs, ability to read, write, see and hear outside

et al. (2018) normal range; muscular disorder; depression (as measured by
GDS (Debruyne et al., 2009)); history of physical exercise
and medication for dementia or depression.

Das et al. 10 (45.45) 2 (20) 63.3 16.2 12 4(33.33) 62.58 17.92 <50 yrs and >80 yrs; less than 12 years of education;

(2019) (7.38) (1.75) (8.43) (3.94) depressive symptoms; left handed; non-verbal; no reading or
writing ability (English); neurological, physical or psychiatric
conditions; substance misuse; medical devises in the body;
medication.

Djabelkhir 10 (50) 4 (40) 78.2 (7) n/r 10 (50) 3 (30) 75.2(6.4) nir <60 yrs; Neurological or psychological disorders; substance

et al. (2017) misuse; sensory or motor deficits that could interfere with

using the digital technology
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MCI Intervention Group Comparator group
Author (yr.) N, % Male, N, Age, mean Education N, % Male, N, Age, mean Education  Exclusion criteria
% (SD) yrs % (SD) yrs
Mean Mean
(SD) (SD)

Donnezan 16 (23.1) n/r 76.3(1.5) 55(0.36) 14(20.2) nir 79.2 (4) 5.8 (0.4) <65 yrs, employed, depression (as measured by GDS

et al. (2018) (Debruyne et al., 2009)) Non-French speaking.

Finn 12 (48) n/r n/r n/r 13 (52) n/r nir n/r Non-amnestic MCI; age <60; psychiatric illness; substance

etal. (2011) abuse; visual, auditory or motor impairment; recent use of
cholinesterase inhibitors.

Finn 2 (100) 1 (50) 63.5(n/r) nir NA NA NA NA Non-amnestic MCI; age <60; psychiatric illness; substance

et al. (2014) abuse; visual, auditory or motor impairment; recent use of
cholinesterase inhibitors.

Gagnon 12 (46.15) nir 68.42 13.08 12 (46.15) n/r 67 (7.8) 15 (4.63) Non-French speaking; hospital inpatients; left-handed;

etal. (2012) (6.04) (5.66) hearing or vision impairments; severe psychiatric disorder;
substance misuse; dementia and neurological disorders
including TBI.

Lietal. 782 45(57.69) 69.5(7.3) 13.8(2.5) 63(39.37) 21(33.3) 715(6.8) 13.5(2.5) Neurological conditions, mood problems, poor vision and

(2019) (48.75) hearing and anyone taking anti-depressive or anti-psychotic
medication.

Manera 9 (42.85) 2 (22.22) 75.8(9.1) nIr 12 (57.14) 4(33.33) 80.3(6.3) nir Current depression; perceptual impairment; epilepsy.

et al. (2015)

Matias-Guiu 6 (30) 3 (50) 726 (5.8) 8.3(1.9) 9 (70) n/r 74.1 7.3 (5) age <65; Behavioural disorders or systemic disease that might

et al. (2016) (5.93) result in poor compliance; depressive symptoms; poor literacy
or mathematical ability.

Moro 15 (50) n/r 75.53 9.06 15 (50) nir 74.13 10.06 Non-Italian speakers; neurological or physical disease or head

et al. (2015) (4.98) (3.47) (8.45) (4.57) injury; history or symptoms of psychosis or depression;
substance misuse; dementia.

Mudar 23 (46) 12 (52.17) 75.65 16.22 27 (54) 11 (40.74) 69.78 17.26 Neurological, physical or psychiatric condition; depressive

et al. (2017) (8.51) (2.26) (8.01) (1.48) symptoms; hospital patients; non-English speaking; substance
misuse and psychoactive medication.

Mudar 16 (50) 10 (62.5) 745(8.7) 16.7(2.1) 16(50) 8 (50) 70.8(8.9) 175(1.7) Asabove

et al. (2019)

MCI Intervention Group

Comparator group
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Author (yr.) N, % Male, N, Age, mean Education N, % Male, N, Age, mean Education  Exclusion criteria
% (SD) yrs % (SD) yrs
Mean Mean
(SD) (SD)
Oskoei 20 n/r n/r n/r 20 nir n/r n/r age <55; lower than degree-level education; psychiatric or
etal. (2013) & neurological co-morbities; impaired sensor or motor skills.
Oskoei
et al. (2016)
Silivaikul 12 (50) 7 (58.33) 72.75 n/r 12 (50) 6 (50) 72.25 n/r <60 yrs and >80 yrs; non-Thai speakers or readers; <18 on
etal. (2019) (5.98) (5.01) MMSE for participants with only a primary school education
and <23 on MMSE for high school; depressive symptoms;
taking anti-depressant medication and no physical impairment
that could affect engagement with tasks.
Unverzagt 193(6.88) 49(25.38) 745(6.4) 13.6(2.6) 705 nir n/r n/r age <65; Hospital patients; <23 on MMSE as a proxy for
et.al. (2007) (reasoning dementia; medical condition with high likelihood of
group sub- functional decline; poor visual acuity; communication
set not difficulties.
reported)
Yang 39 (50) 9(23.1) 722(81) 11.2(49)  39(50) 7(17.9) 81.8(7.1) 9.9(4.7) Major mental illnesses; diagnosis or signs of dementia;
et al. (2020) sensory or communication difficulties, evidence of severe
cognitive decline or cognitive attention training in the last
year.
Zhang 17 (62.96) 6 (35.29) 752(3.8) 136(3.3) NA NA NA NA age <55; Left handed; <5 yrs of education; Axis one disorders
etal. (2019) as listed in DSM IV (American Psychological Association,

2010); pharmaceutical regimen including cognitive enhancers
or anti-depressant medication; neurological or physical
condition including brain injury.

2 Data provided by author in personal communication

Acronyms and definitions: n/r, not reported; DSM: Diagnostic and Statistical Manual; GDS: Geriatric Depression Scale; HADS: Hospital anxiety and depression scale; MCI: Mild Cognitive
Impairment; MMSE: Mini Mental State Examination; TBI: traumatic brain injury
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Appendix 1-F

Author (yr.)  Outcome(s) of interest Measures used Number and timing ~ Method of analysis Outcome results
of outcome
measurement
Barban Whether process-based VFT (Novelli et al., 1986); X3: Before, 2 (group) x 2 (time) No main or significant interaction effects were found in
etal. (2016)  cognitive training affects and TMT B (Kortte etal.,  immediately after mixed ANOVA relation to EF domains
EFs compared to a rest 2002) and 6-months after ~ Post-hoc t-tests for
period training significant
interactions
Barekatain Whether CT improved EFs TOL task (Massimo etal.,  X3: Before, Repeated measures  TOL: This was the only task in which the CR group improved
etal. (2016)  (planning, divided and 2011); CTT,; Five-point immediately after ANCOVA significantly against the control group six months after training

Boripuntakul
et al. (2012)

Burgio
et al. (2018)

sustained attention,
flexibility, inhibition,
working memory and
fluency)

Short-terms effects of
cognitive training on
executive function.

Whether number processing
or EF cognitive training is
more effective on both ratio
processing and decision-
making under risk

test of figural fluency;
Go-No/Go test and SFT
(Strauss et al., 2006); DFT
(Jones-Gotman & Milner,
1977)

DSF and DSB combined
score (Ostrosky-Solis &
Lozano, 2006) and TMT
B-A

GDT (Brand et al., 2005);
PAG (Brand et al., 2006);
Health-related ratio
processing task (Lipkus et
al., 2001); calculation
with ratios task (adopted
from a task developed in a
previous study (Zamarian
etal., 2019). A composite
score for ratio processing
was achieved by
combining the scores from
the two ratio tasks.

and 6-months after
training

X2 : Before and
immediately after
CT

X3 :Before first
training segment
(TO) ; after first
training segment
(T1) and after
second training
segment (T2)

Wilcoxon Signed
Ranks test ( pre and
post outcomes
within groups)

Friedman test
(performance over
time) and Wilcoxon
Signed Ranks test
for post-hoc testing
within groups

Mann-Whitney U
test

(p=.02,d=.05).
No significant improvements in other tests.

DSF and DSB combined score pre- and post-training

p = <.05 for experimental group

p =>.05 for control group

TMT B-A :p =<.05 for experimental group ; p =>.05 for
control group. No other statistics reported or provided.

Significant main effect of time for an aspect of the PAG-60
Fixed sum condition) and for ratio-processing.

PAG-60 : Fixed sum condition in group A : x?=11,261, df
=2, p=<.00;T0-T2: Z=-2,943, p=<.00

Fixed sum condition in group B : x2=7,744, df =2, p=
.02;TO0-T1 Z2=-2,191, p=.02;TO-T2: Z=-2,090, p=
.032

Ratio processing tasks : group A: x2=8,167, df=2, p=
.01;TO-T1: Z=-2,476, p=.01;TO-T2: Z=-2,044, p=
.04 ; TO-T2 =nls

GroupB: x2=8,909, df=2, p=..01; TO-T1=n/s; T1-T2:
Z=-1962, p=.05;T0-T2: Z=-2,582, p=.01
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Author (yr.)

Outcome(s) of interest

Measures used

Number and timing

of outcome
measurement

Method of analysis

Outcome results

Cipriani
et al. (2006)

Damirchi
etal. (2018)

Das et al.
(2019)

Djabelkhir
etal. (2017)

Whether CT improves
scores on psychometric tests
that are proxies for the
trained skill/ability. Those
of interest for this study
were verbal and semantic
fluency, divided attention
and logical inductive
reasoning.

Whether “mental training”
improves EF conceptualised
as WM, planning and
problem solving.

Whether gist reasoning
training improved EF.

Whether computerised
cognitive stimulation (CCS)
improved EF compared with
an active control group.

VFT; SFT (Spinnler &
Tognoni, 1987) and TMT
B. Proximal measures
replicating the
computerised tasks were
also used, of which those
labelled working memory,
divided attention, verbal
comprehension, semantic
categorisation and logical
reasoning were the most
relevant.

Computer versions of
digit-symbol coding of
the WAIS-III and Stroop
color-word test for
reaction time and error
number (Tulsky, 2003;
Van Der Elst et al., 2006).

TOSL (Chapman et al.,
2002); COWAT (Benton
et al., 1994); Colour-word
interference (Delis et al.,
2001); card sort test;
SALT (Hanten et al.,
2007).

TMT B; VFT; SFT and
DSB.

X2 : Before and
immediately after
CT.

X3: Before,
immediately after
and 6-months after
training.

X3 : Before and
after intervention
and three months
follow-up.

X2 : before and
after training.

Wilcoxon Signed
Ranks Test.

One-way ANOVA
(between group
differences) and
paired sample t tests
(within group
changes).

Dependent t- tests

Independent t-test
or Mann-Whitney
test for between
group differences.

Means, SD and ES in MCI group for proximal measures that
mirrored computerised tasks:

Working memory : pre - 1.6 (1.4) / post 3.7 (0.8). p = .04, d =
1.84 ; Divided attention : n/s ; verbal comprehension : pre —
4 (2.8) / post 5.2 (2.9), p = .02, d = .42 ; semantic
categorisation : pre — 3.6 (3.1) / post 6.3 (3.4) p=.02,d =

.83 ; logical reasoning : pre — 1.2 (0.9) / post 2.8 (1.) p = .01,
d=129

No significant results for psychometric tests of executive
function for either group (statistics not reported).

Post training: Digit-symbol: F(3.40) =4.47; p=.008,d =1
Stroop Reaction time: F(3.40) = 2.38; p =.084,d = .73 ;
Stroop Errors: F(3.40) = 4.16; p =.012, d = .96.

Follow-up: Digit-symbol: F(3.40) = 1.18; p =.329, d = .5;
Stroop Reaction time: (EFs): F(3.40) = 1.24; p =.30,d = .52;
Stroop Errors (EFs): F(3.40) = 8.56; p =.001, d = 1.38

No significant changes reported in within control group. No
statistics reported.

Experimental group: Inhibition (colour-word interference):
t=-2.04; p =.04; Innovative thinking (TOSL): t=-2.67; p
=.01. Comparator group achieved no statistically significant
gains. Improvements were not sustained in the experimental
group.

Other results reported averages across the groups so specific
groups scores could not be extracted.

No statistically significant differences between groups.
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Author (yr.)  Outcome(s) of interest Measures used Number and timing  Method of analysis Outcome results
of outcome
measurement
Djabelkhir- Whether CCS results in TMT B; Digit-symbol test X3 : Before and ANCOVA Group comparison TO — T1: Significant differences for SFT:
Jemmi improved EF and whether of the WAIS 1ll; DSB; after intervention F(1,44) =11.09, p =.002,d = .89
et al. (2018) scores differ between VFT; SFT; RCFT and three months T1-T2: for SFT: F(1,44) =17.24,p =.00,d = 1.11; RCFT:
participants with low or high  (Hubley, 2010). follow-up F(1,44) =3.97, p=.05,d = .53
white matter hyperintensities Other outcomes were non-significant
(WMH)
Donnezan Whether CT delivered in a MRT (Stephenson & X3 : Before, 2 (group) x 2 (time) Interaction effects:
etal. (2018)  group context improves EFs  Halpern, 2013), Stroop immediately after mixed ANOVA MRT (F(3,65) = 4.46; p <.0001). Calculated effect size of
compared to a passive color-word; DSB training and six .96. No other ANOVA statistics reported.
control group months after Significant pre-post effects were found in the CT group, with
training no significant differences in the control group.
Finn et al. Whether cognitive training CANTAB (Smith et al., X2 : before and 2 (group) x 2(time) Interaction effects (effects of intervention):
(2011) improves EF 2013) IED, SWM (errors  after training ANCOVA with IED: F(2,14) =0.01, p =.91,d = .04 ; SWM errors: F(2,14) =
and strategy scores) and MMSE as a 0.0, p =.97; SWM strategy: F(2,14) =291, p=.11,d =.71;
RVP tests covariate RVP: F(2,14) =11.95,p =.00,d = 1.44
Finn et al. Whether phased CT TMT B and Odd One Treatment probes Descriptive statistics  Visual graphs presented for session scores.
(2014) beginning with non-memory  Out test (Colman, 2008). used during training  and linear Participant 1: TMT B: R?=.27,p=.11; O00: R?=.34,p=
interventions impacts on the sessions at a ration  regression on .03
cognitive functioning of of 1 :4 with a total measures that Participant 2: TMT B: R?=.16, p =.16; 000: R?=.14,p =
adults with MCI. of 13 sets of data. indicated a trend in 19
scores.
Gagnon et Whether CT in attentional Version of the dual task X2 : before and 2 (attention) x 2 Bespoke dual attention tasks:
al. (2012) control will improve used in training sessions after training (time) x 2(group) Visual detection accuracy: Attention x intervention x group:

sustained attention, divided
attention and — more broadly
— cognitive switching,
problem solving and
inhibition in MCI

modified to manage
practice effects (included
visual detection and
arithmetic tasks); TEA
(Robertson et al., 1994) -
telephone search,
telephone search while
counting and visual
elevator subtests; TMT B

mixed ANOVA (for
the dual attention
tasks)

2 (time) x 2 (group)
- ANOVA for TEA
and TMT tests

F(1,22) =5.58, p = <.05, 2 =.20. Further tests indicate that
the experimental group improved in divided attention p = <.01
Visual detection response time: Main effect of intervention
only: F(1,22) =5.12, p = <.05, d = .56.

Arithmetic task: Main effect of intervention (time x group) on
accuracy: F(1,22) =72.8, p =<.00, d = 3.63 and response
time: F(1,22) =8.18, p=<.01,d =1.22

TEA telephone task while counting: main effect of
intervention: p = <.04 (F = n/r); TEA elevator: Main effect of
intervention: F(1,22) =12.24, p=<.01,n? = .37




COGNITIVE INTERVENTIONS IN MCI

1-79

Author (yr.)

Outcome(s) of interest

Measures used

Number and timing
of outcome
measurement

Method of analysis

Outcome results

Lietal.
(2019)

Manera
etal. (2015)

Matias-Guiu
etal. (2016)

Moro
et al. (2015)

Whether computerised CT
improves EF compared to a
passive control

Whether a computerised
game simulating everyday
tasks would improve EF
compared to a group with
dementia

Whether a CSS would
improve or maintain
cognition in MCI compared
with healthy controls and a
group with probable
dementia

Whether CS maintains or
improves cognitive function
in EF

ACER (Fang et al., 2014);
Symbol-digit test; SCWT;
RCFT and TMT B

Time taken, and errors,
across game activities over
five weeks were calculated
(proximal measures).
Categorised as gnosis
(attention) and EF tasks.
EF activities correlated
with Stroop task (word/dot
and interference dot)

T™MT B

TOL task; Dual Task
(Foley et al., 2011); TEA,
TMT (B-A); SNA subtest
of WAIS Il and LST
(Komori, 2016).

X3 : before (T0)
and after training
(T1) and after 18
months (T3)

X2 : Composite
mean scores of all
five scenarios at TO
10Tl

X2 : before and
after training

X3 : before and
after training and
after 12 months

Mixed effects
regression model
with time x group
used to calculate the
effect of
intervention.

Descriptive statistics
and t tests

Wilcoxon Signed
Ranks Test

(pre and post
outcomes within

groups)

Repeated measures
ANOVA : 3 (time) x
2 (group)

Repeated contrasts

TO — T1: significant interaction effects SCWT (p =.03,n? =
.14); RCFT (p = .03, n? =.37). Other results reported as non-
significant.

T1 - T2: Improvements continued to be observed in the
training group for SCWT (p =.01); RCFT (p =.05) and TMT
B (p =.02). Differences between groups were not significant.

MCI group

Executive function: Average mean scores of three minutes
25 seconds for tests of inhibition in MCI group at TO (d = .96)
and two minutes 13 seconds at T1, (d = 1.72)

Participants with an MCI diagnosis spent significantly less
time completing an activity ( p = .01) and showed fewer errors
(p=.02) compared to those with Alzheimer’s disease.

Scores on the TMT B improved slightly albeit with greater
variance in scores than before training. Improvements did not
achieve statistical significance.

Dual task: Significant interaction effect: F(2,27) =4.59, p =
<.01, d = .81 - t tests indicate that the difference arose from a
decline in scores for group B as opposed to gains in group A
TEA: Significant interaction effect: F(2,27) =3.94, p = <.02,
d =.75 - Group A improved after training and continued to
improve at T3. Group B maintained scores in the waiting
period (T1-2) but improved after training (T3).

LST: Significant interaction effect: F(2,27) = 3.42, p = <.04,
d =.69. Both groups improved but results were not sustained.
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Author (yr.)  Outcome(s) of interest Measures used Number and timing  Method of analysis Outcome results
of outcome
measurement
SNA: No significant interaction effects and considerable
variation in individual scores. However, Group A improved
after training: t(14) = 2.3, p = .03 and maintained this at T3:
t(13) =2.52, p =.02. Group B showed no change.
TOL.: Like SNA there are no significant main or interaction
effects however there is an indication that Group B improved
after training
Mudar Whether gist reasoning Similarities sub-test of the X2 : before and Interaction contrast Similarities test: Experimental group achieved an average
etal. (2017) training improves EF WAIS-III; strategic after training of means (pre and score of 13.32 before training and 14.27 afterwards
compared to an active attention task (Hanten et post test and group x  (approaching significance - p = .06, d = -.05 compared to the
control group al., 2007) and complex time effects) control group).
abstraction task (Anand et transformed to t Strategic attention: Experimental group achieved an average
al., 2011). statistics score of 2.95 before training and 4.34 afterwards (p = .01, d =
.12 compared to the control group).
Complex abstraction: Experimental group improved their
scores - achieved an average score of 2.96 before training and
3.37 afterwards. No statistical differences compared to the
control group ( p = .49)
Mudar Whether gist reasoning Go/NoGo tasks designed X2 : before and Interaction contrast There was a significant main effect of training for response
etal. (2019) training improves EF for the study that included  after training of means (pre and inhibition (No/Go) accuracy in the basic categorisation task:
(inhibition) compared to an basic categorisation (of post test and group x  F(1,30) = 8.04, p = <.00, d = 1.03, with increased accuracy
active control group two objects) and time effects) post-training. All other effects were described as non-
superordinate transformed to t significant and not reported.
categorisation statistics
Nousia Whether CCT improved Clock drawing test (Nair X2 : before and 2 (time) x 2 (group)  Significant interaction effects for SFT: F(1,44) =82.13,p =
etal. (2019) logical thinking compared to et al., 2010); DSB and after training ANOVA <.001,d=2.74; CDT: F(1,44)=7.29,p=<.01,d = .81,

a passive control group

SFT (Tombaugh et al.,
1999); TMT B

DSB: F(1,44) =5.26, p = <.04, d = .69 (experimental group
stable and control group scores worsening); TMT-B: F(1,44)
=9.64,p=<.01,d=.94

Other interactions and effects were reported but not significant
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Author (yr.)  Outcome(s) of interest Measures used Number and timing  Method of analysis Outcome results
of outcome
measurement

Oskoei etal.  Whether CT improves Stroop color-word test X2 : before and MANCOVA (pre- Stroop: Wilks’ Lambda = .75. F(2,25) = 4.11, p=<.05,1? =
(2013) & selective attention and (time and error after training test scores = 24
Oskoei etal.  attentional shifting measurements) and covariance WCST: Correct responses: Mocheli test = .76, F(2,25) =
(2016) compared to a passive WCST (Borkowska et al., variables) 14.07, p = <.05, 2 = .50; Number of completed sets: Mocheli

control group 2009) test = .87, F(2,25) = 13.91, p = <.05, )2 = .49; perseveration

error: Mocheli test = .98, F(2,25) = 8.98, p = <.05, n? = .59

Silivaikul Whether CT improves or Block design, clock X2 : before and Wilcoxon Signed After training, the control groups scores had worsened whilst
etal. (2019)  maintains EF in a group of drawing and pictorial A after training Ranks Test and the training group’s improved (p = .03).

disadvantaged older people & B — composite score Mann-Whitney test ~ The control group declined to significant levels in the six

with MCI in “social calculated to provide a weeks between testing. Full statistics not provided.

welfare” homes proxy for EF
Unverzagt Whether CT improves Composite score of: X4 : before (T0), Repeated measures Reasoning training resulted in significant improvements: p =
et.al. (2007)  cognitive function and Letter Series Task, after training (T1) mixed effects model  <.00 d =.57 (T1) and p = <.005, d = .27 (T3)

reasoning compared to a Letter Sets Task and after one year (T2)

passive control group Word Series Task (Gonda and after two years

& Schaie, 1985; Thurstone  (T3)
& Thurstone, 1949)

Yang et al. Whether multi-domain DVT (Yang et al., 2015); X4 : before and Generalised Mean scores improved across most tests in the training group.
(2020) attention training improves TMT B after training, at estimating equation Differences between groups were non-significant.

complex attention abilities three months and at  modelling

compared to an active 6 mths.

control
Zhang Whether multi-domain CT Picture completion test X2 : before and Paired t-tests No significant differences in scores before and after training
etal. (2019)  improves EF and language designed for the study; after training were observed. Some improvements were seen in the picture

SCWT; DSB; SST (Dick
etal., 2002); SFT

completion tests but only to the degree that might be
anticipated as a result of practice effects.

2 Full statistics were provided by the author in personal correspondence
Acronyms and definitions: ACER: Addenbrooke’s Cognitive Examination Revised; ANOVA: Analysis of variance; aMCI: amnestic mild cognitive impairment; CANTAB: Cambridge
Automated Neuropsychological Test Battery; C group: control group; COWAT: Controlled Oral Word Association test; CT: cognitive training; CTT: Colour Trail Test; DFT: Design Fluency

Test; DLOTCA: Dynamic Lowenstein Occupational Therapy Cognitive Assessment; DSB: Digit span backwards; ES: DVT: Digit Vigilance Test; Effect size; EXAMINER: Executive abilities:

Measures and instruments for neuro-behavioural evaluation and research test; F: Fisher ratio; GDT: Game of Dice Task - measures decision making under risk; IED: Intra-/extra- dimensional
set-shifting task; LST: Listening span test; MRT: Matrix Reasoning Test; nr: not reported; MCI: Mild Cognitive Impairment; n/s = not significant; OOO: Odd One Out test ; p : statistical
probability value ; PAG: Probability-associated Gambling Task — measures decision making; RCF: Rey Complex Figure task; RVP: Rapid visual processing test; SALT: Selective Auditory
Learning Task; SCWT: Stroop Colour-Word Test; SD: standard deviation score; SFT: Semantic Fluency Test; SOPT: Speed of Processing Training; SNA: Symbol-Number Association task;
SST: Spatial Span Task; SWM: Spatial working memory test; t: t-ratio; TEA: Test of Everyday Attention; TMT B: Trail making test version B; TOL: Tower of London task; TOSL: Test of

Strategic Learning; UFOV: Useful Field of View test; VFT: Verbal Fluency; WAIS-111: Wechsler Adult Intelligence Scale-third edition; W: Wilcoxon W value; WCST: Wisconsin Card Sorting

Test; WM: Working memory; x2 : Chi square value ; Z : Z score
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Appendix 1-G
Five Supplementary Quality Tables for Each Domain of the Revised Cochrane Risk of Bias Tool (ROB 2)
Table 1

ROB-2 Randomisation (selection and performance)

Bias arising from randomization process

Author (yr.)  Allocation Allocation Did Judgement Evidence
sequence concealed?  baseline (Deviation
random? data from
indicate a algorithm? y/n)
problem?
Barban Yes NI PN Some concerns  "Randomisation.... was carried out by centre and sample with a block size of four to prevent imbalance.
etal. (2016) (n) The allocation procedure was concealed from the raters"
Barekatain Yes NI PN Some concerns  "Participants were assigned using block-design randomisation
et al. (2016) (n) "participants in each group were unaware of the existence of other groups"
Boripuntakul  Yes PY PN Low (n) "Randomisation was performed by opening an opaque sealed envelope" Limited word count does not detail
et al. (2012) whether the envelope was sequentially numbered or tamper proof but this is reasonably assumed.
Burgio PY NI PN Some concerns  “patients were randomly assigned to either training order A or B"
et al. (2018) No information provided about sequence allocation
Damirchi PY NI PN Some concerns  Journal abstract describes participants as “randomised to groups” but no additional information included
et al. (2018) (no) about how this was achieved.
Das et al. Yes Yes PN Low (n) "A research assistant who was blinded to participant information and cognitive behaviour, randomised the
(2019) participants into one of two groups...using random function on Microsoft Excel after baseline training".
Some differences between groups, including gender balance, but this is to be expected given the small
sample size.
Djabelkhir Yes NI PN Some concerns  “patients were assigned to...group using a simple computerised randomisation procedure"
etal. (2017) (n)

Donnezan Yes Yes PY High (n) "After being randomly allocated to training groups"...."groups were randomised to the training conditions".
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Bias arising from randomization process

Author (yr.)  Allocation Allocation Did Judgement Evidence
sequence concealed?  baseline (Deviation
random? data from
indicate a algorithm? y/n)
problem?
et al. (2018) The unit of randomization is group. Itis unclear how this was achieved but the implication is that it was to
create as much similarity between groups as possible given the small sample size. Randomisation,
therefore, is limited could have biased results.
Finn et al. Yes Yes No Low (n) "Independent person placed slips of paper with either "treatment™ or "waitlist" written on them into opaque
(2011) envelopes that were sealed”. After baseline training participants were asked to select an envelope at
random.
Gagnon Semi-random PN PN High (n) "Randomisation was stratified for education and age in order to equate groups on those dimensions". Semi-
etal. (2012)  design random design.
Lietal. Yes NI PN Some concerns  "They were randomised to the training or control group™
(2019) (n)
Mudar. etal.  Yes NI PN Some concerns  Limited information about the randomization process: "after baseline scores were established they were
(2017) (n) randomised to two training groups"
Mudar etal.  Yes NI PN Some concerns  As above 2
(2019) (n)
Nousiaetal. Yes NI PN Some concerns  “patients were randomly divided into two group"
(2019) (n)
Oskoei etal.  Yes NI NI Some concerns  "(Patients)...randomly divided into experimental and control groups”. No process information reported.
(2013) & (n)
Oskoei et al.
(2016)
Unverzagt Yes Yes No Low (n) Randomisation process detailed in the published article.
et.al. (2007)
Yang Yes Yes PN Low (n) "An independent investigator used software to generate a random number table, after which, block design
et al. (2020) randomisation was used (4)"
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Bias arising from randomization process

Author (yr.)  Allocation Allocation Did Judgement Evidence
sequence concealed?  baseline (Deviation
random? data from
indicate a algorithm? y/n)
problem?

"the independent investigator placed the written interventions into sealed opaque envelopes according to the
random allocation"

There was a difference in age that was corrected for in the analysis

"participants were aware that different intervention measures would be used in the two groups. ...To ensure
blinding, participants were blocked from knowing the training content of results of other participants.
Trainers were not allowed to discuss participant grouping"

Acronyms and abbreviations: Y: Yes; PY: Probably yes; N: No; PN: Probably no; NI: No information
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ROB-2 Deviation from intended intervention

1-85

Bias due to deviation from intended intervention

Author (yr.)  Participants  People If yes - If yes, were If yes, were ~ Was an Impact of Judgement Evidence
aware of delivering were there deviations deviations appropriate failure to (Deviation
assigned intervention  deviations likely to balanced analysis analyse from
intervention?  aware of resulting have between used to participants  algorithm?
assigned from trial affected the  groups? estimate inthe group  y/n)
intervention?  context outcome? effect of assigned?
ATI?
Barban PN NA PN NA NA PN NI Some 47 people dropped out from the wider
et al. (2016) concerns (y)  sample of 348. It is not clear how many of
these had been allocated to the MCI group
(106) or the reasons for this and so it is
difficult to estimate the effect.
Barekatain No NI No NA NA Yes NA Low (n) "all analysis was performed using intention
et al. (2016) to treat method"
Boripuntakul ~ Yes Yes No NA NA NI No Low (y) All participants were retained.
etal. (2012) No explicit ITT analysis reported prior to
analysing results however this could be due
to journal word count. No response from
personal correspondence.
Small sample as this was a pilot study.
Burgio PY PY No NA NA NI No Low (y) Authors state that the differences between
et al. (2018) interventions or expected results were not
shared. This factor has therefore been
judged as a low concern by the reviewer.
Damirchi PY PY No NA NA Yes NA Low (n) Unclear if participants knew the differences
et al. (2018) between groups. However, control group

was passive and so it is likely that some
participants could have guessed the group to
which they were allocated.
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Author (yr.)

Participants
aware of
assigned
intervention?

People
delivering
intervention
aware of
assigned
intervention?

If yes -
were there
deviations
resulting
from trial
context

Bias due to deviation from intended intervention

If yes, were
deviations
likely to
have
affected the
outcome?

If yes, were
deviations
balanced
between
groups?

Was an
appropriate
analysis
used to
estimate
effect of
ATI?

Impact of
failure to
analyse
participants
in the group
assigned?

Judgement
(Deviation
from
algorithm?
y/n)

Evidence

Das et al.
(2019)

Djabelkhir
etal. (2017)

Donnezan
et al. (2018)

Finn
etal. (2011)

Gagnon et
al. (2012)

No

PN

Yes

PY

No

PY

PY

Yes

PY

Yes

No

No

Probably yes

No

No

NA

NA

NA

NA

NA

NA

NA

NA

NA

PN

No

No

No

No

Yes

PN

Yes

PN

PN

High (n)

High (n)

High (n)

Some
concerns (n)

Some
concerns (n)

The gist training group alone received
"sham" tDCS to blind participants from their
group allocation.

No mention of an analysis used. Missing
participants are likely to have just been
excluded. There was 32% attrition by the
third assessment time point with reasons
related to time demands.

Whilst there was only one person who
dropped out, the sample was small and
already under-powered.

Analysis excluded participants post-
randomisation and a naive "per-protocol”
analysis was adopted. 26% attrition in the
experimental group with reasons cited
including "too time consuming™
Accordingly, the ITT analysis and
subsequent impact carries the most weight in
this domain.

"Non-completers did not differ from those
who completed the study in terms of age,
sex, education or cognitive scores. The
primary reasons for dropout were unrelated
medical or personal issues or being
commenced on a cholinesterase inhibitor”.

"This study was a double-blind design:
Participants were unaware of the training
strategies and pre/post assessments were
carried out by different assistants who were
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Bias due to deviation from intended intervention

Author (yr.)  Participants  People If yes - If yes, were If yes, were ~ Was an Impact of Judgement Evidence
aware of delivering were there deviations deviations appropriate failure to (Deviation
assigned intervention  deviations likely to balanced analysis analyse from
intervention?  aware of resulting have between used to participants  algorithm?
assigned from trial affected the  groups? estimate inthe group  y/n)
intervention?  context outcome? effect of assigned?
ATI?
blinded to assignment intervention and
hypotheses"
One person dropped out of each group and
reasons were only known for one person.
The potential impact has been assessed as
minimal in the circumstances. Nevertheless,
no apparent analytic strategy to deal with
changes in assignment to treat resulting from
attrition.
Lietal. PN PY No NA NA No PY High "...to minimise Hawthorne effect both groups
(2019) were told that the study purpose was
observation, follow-up and early diagnosis"
Per-protocol analysis used.
Mudar etal. NI PY No NA NA NI PN Some
(2017) concerns (n)
Mudar etal. NI PY No NA NA NI PN Some
(2019) concerns (n)
Nousia PY PY No NA NA NI PN Some No one left the study and no deviations in
et al. (2019) concerns (n)  treatment allocation. Authors state that the
presence of the Hawthorne effects cannot be
ruled out.
Oskoeietal. NI NI PN NA NA PN PY High (n) Small sample and no discussion as to the
(2013) & reasons for attrition or how this was
Oskoei et al., managed in the analysis.
(2016)
Unverzagt PY PY No NA NA NI NI High (n) The parent study from which the data was

et.al. (2007)

extracted reported an appropriate analytic
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Bias due to deviation from intended intervention

Author (yr.)  Participants  People If yes - If yes, were If yes, were ~ Was an Impact of Judgement Evidence
aware of delivering were there deviations deviations appropriate failure to (Deviation
assigned intervention  deviations likely to balanced analysis analyse from
intervention?  aware of resulting have between used to participants  algorithm?
assigned from trial affected the  groups? estimate inthe group  y/n)
intervention?  context outcome? effect of assigned?
ATI?
technique to calculate the effect of
assignment to intervention. Authors,
however, do not report whether there was
attrition from the study for these participants.
Yang et al. PN PY No NA NA Yes NA Low (n) "participants were aware that different
(2020) intervention measures would be used in the

two groups. ...To ensure blinding,
participants were blocked from knowing the
training content of results of other
participants. Trainers were not allowed to
discuss participant grouping"”

"Randomly assigned participants were
included in the final analysis based on the
intention-to-treat principle™

Acronyms and abbreviations: Y: Yes; PY: Probably yes; N: No; PN: Probably no; NI: No information; ATI: Assignment to intervention; ITT: Intention to treat analysis
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ROB-2 Missing Outcome Data
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Bias due to missing outcome data

Author (yr.) Data available for  If no, were result I no, could If yes, is it likely ~ Judgement Evidence
all or nearly all not biased by missingness that missingness (Deviation from
participants? missing data? depend on true depended on true  algorithm? y/n)
value? value?

Barban No No NA NA High (n) No information as to whether people who dropped out of the

etal. (2016) study belonged to the MCI group and reasons were not
provided so difficult to estimate bias in this area.

Barekatain No PN PY PY High (n) Intention to treat analysis used but the reasons for attrition

et al. (2016) were not reported. Small sample of which 58% dropped out
of the treatment group.

Boripuntakul Yes NA NA NA Low (n) Data for all participants randomised was included.

etal. (2012)

Burgio Yes NA NA NA Low (n) Data for all participants randomised was included.

et al. (2018)

Damirchi No PN PY PY High (n) High degree of attrition. No record of the reasons and no

et al. (2018) reported analysis of how missing data would be, or was,
treated. Assumption made that the data was excluded and a
per-protocol approach taken.

Das No No Yes Yes High (n)

et al. (2019)

Djabelkhir Yes NA NA NA Low (n)

et al. (2017)

Donnezan No No Yes Yes High (n) Randomised participants who failed to complete the

et al. (2018) intervention (3) were not included in the analysis. This

amounted to 11% of participants. At six-month follow-up
26% (5) people originally randomised were not included in
the analysis. No analysis or procedure reported to correct
for bias.
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Bias due to missing outcome data

Author (yr.) Data available for  If no, were result I no, could If yes, is it likely ~ Judgement Evidence
all or nearly all not biased by missingness that missingness (Deviation from
participants? missing data? depend on true depended on true  algorithm? y/n)
value? value?
Reasons for attrition included "too difficult" or "too time
consuming"”, which suggests an impact on the true outcome
value. Predicted direction of bias is away from the null.

Finn et al. No PN PY PY High (n)

(2011)

Gagnon et al. PY NA NA NA Low (n)

(2012)

Li et al. (2019) No No PY PY High (n) Considerable attrition that was mainly observed in the
control group "the main reason was that the contacted
physicians for medication"

Mudar et al. Yes NA NA NA Low (n)

(2017)

Mudar et al. Yes NA NA NA Low (n)

(2019)

Nousia et al. Yes NA NA NA Low (n)

(2019)

Oskoei et al. No No PY PY High (n) 25% attrition in an already small sample. No reasons

(2013) & Oskoei reported that could indicate minimal impact on results.

etal. (2016)

Unverzagtet.al. NI No NI NI High (n)

(2007)

Yang et al. No Yes NA NA Low (n) 6 of the 7 people who dropped out left the study because

(2020) they left the home. One person was admitted to hospital

Acronyms and abbreviations: Y: Yes; PY: Probably yes; N: No; PN: Probably no; NI: No information
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ROB-2 Measurement of the outcome
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Bias due measurement of the outcome

Author (yr)  Was the Could Were If yes, could If yes, is it Judgement Evidence
method of measurement  outcome awareness likely that (Deviation
measurement  of have assessors have awareness from
inappropriate?  differed aware of the influenced the influenced the algorithm?
between intervention outcome? outcome? y/n)
groups? received?
Barban PN No No NA NA Low (n) Valid and reliable measures used for the functions training however
et al. (2016) only two measures used for a range of complex EFs.
Barekatain No No No NA NA Low (n) Multiple valid and reliable tests of EF used that were relevant to the
etal. (2016) trained domains of attention, problem solving and working towards
goals.
Boripuntakul PY PN NA NA NA High (n) Trail making test B-A as a sole measure of EF. Using just one
etal. (2012) measure is probably sub-optimal and there is evidence that B-A may
only measure speed across age ranges (Salthouse, 2011).
The DSB test was used as a measure of attention however this test
might be more accurately conceptualized as a test of WM.
Burgio No PN No NA NA Low (n)
et al. (2018)
Damirchi PY PN NA NA NA High (n)
et al. (2018)
Das et al. PN No NI NI NI High (n) Narrow number of tests to measure complex cognitions however
(2019) they appear valid and reliable for EFs.
Djabelkhir PN PN No NA NA No Five valid and reliable measures used to measure EF.
et al. (2017)
Donnezan No No Yes? Probably yes Probably no Some Reliable and widely used psychometric tests used.
etal. (2018) concerns (n)
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Bias due measurement of the outcome

Author (yr)  Was the Could Were If yes, could If yes, is it Judgement Evidence

method of measurement  outcome awareness likely that (Deviation

measurement  of have assessors have awareness from

inappropriate?  differed aware of the influenced the influenced the algorithm?

between intervention outcome? outcome? y/n)
groups? received?
Finnetal. PN PN No NA NA Low (n) Measures correlated to task scores and have valid and reliable
(2011) properties. However, only one test was used for each
function which could limit the ecological validity of results.
Gagnon PN No No NA NA Low (n) Use of proximal measurement of a similar design to the
etal. (2012) training task and multiple distal measures related to broader
function.

Li etal. PN No No NA NA Low (n)
(2019)
Mudaretal. PN PN Yes PN NI Low (n) Three different EF measures to capture the concept.
(2017)
Mudaretal. PN PN Yes PN NI Low (n)
(2019)
Nousia PN PN No NA NA Low (n) Multiple measures used to assess complex processes that have
etal. (2019) good validity and reliability for the specific cognition or skill.
Oskoeietal. PN PN NI NI NI High (n) Only one measure used to test EF
(2013) &
Oskoei et al.
(2016)
Unverzagt PY PN NA NA NA Low (n)
et.al. (2007)
Yang et al. No No No NA NA Low (n)

(2020)
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Table 5

ROB-2 Selection of reported results

Bias due to selection of reported results

Author (yr.) Data outlined Is the data likely to Is the data likely to Judgement Evidence

according to a pre- have been selected have been selected (Deviation from

specified plan before  from multiple from multiple algorithm? y/n)

unblinded outcome eligible eligible analyses?

data was available? measurements in the

domain?

Barban Yes No No Low (n) It would have been useful to have all the results including the
etal. (2016) non-significant outcomes
Barekatain PY No No Low (n)
et al. (2016)
Boripuntakul Yes No No Low (n) A quality note here is that no other statistics beyond p value
etal. (2012) were reported.
Burgio Probably yes No No Low (n)
et al. (2018)
Damirchi PY No No Low (n)
et al. (2018)
Das et al. (2019) Yes No No Low (n)
Djabelkhir Yes No No Low (n)
etal. (2017)
Donnezan Yes No No Low (n) Clear rationale for planned tests based on hypothesised
et al. (2018) results.

Detailed tables of results or explicit reporting on non-
significant findings.

Finn Yes No No Low (n)
etal. (2011)
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Bias due to selection of reported results

Author (yr.) Data outlined Is the data likely to Is the data likely to Judgement Evidence

according to a pre- have been selected have been selected (Deviation from

specified plan before  from multiple from multiple algorithm? y/n)

unblinded outcome eligible eligible analyses?

data was available? measurements in the

domain?

Gagnon Yes No No Low (n) Importantly for clinical contexts, effect sizes were also
etal. (2012) reported.
Li et al. (2019) PY No No Low (n)
Mudar et al. (2017)  Yes No No Low (n)
Mudar et al. (2019)  Yes No No Low (n)
Nousia Yes No No Low (n) All statistics were reported fully regardless of whether
etal. (2019) statistical significance was achieved.
Oskoei et al. PY PN PN Low (n)
(2013) & Oskoei et
al. (2016)
Unverzagt et.al. Yes PN PN Low (n)
(2007)
Yang et al. (2020) PY No No Low (n)

Acronyms and abbreviations: Y: Yes; PY: Probably yes; N: No; PN: Probably no; NI: No information
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Seven supplementary quality tables for each domain of the Risk of Bias in Non-randomised Studies Tool (ROBINS-1)

Table 1

ROBINS-1 Confounding

Bias due to confounding

Baseline confounding

Baseline and time-varying
confounding

Author Potential If yes, If yes, were  Appropriate  If yes, were ~ Were post- Appropriate If yes, were  Judgement Description
(yr.) confounding  analysis changesto  analysis to confounders intervention analysis for confounders  of bias
of the based on intervention  control for measured variables time-varying measured (based on
outcome? splitting likely confounding validly by controlled and domain validly by guidance)
follow-up related to domains? study for? confounders?  study
accordingto  prognostic variables? variables?
intervention?  factors?
Cipriani Yes No NA NI NA No NI NA NI No information about whether
etal. pre-intervention prognostic
(2006) variables were measured or
controlled for.
Djabelkhir-  Yes No NA No NA No NA NA Serious Participants were volunteers so
Jemmi risk factors such as motivation could
etal. result in bias. This was not
(2018) considered or controlled for.
Manera Yes No NA No NA No NA NA Serious Age, gender and education were
etal. risk measured but no description of
(2015) potential confounding. Allocation
to groups resulted in no
significant differences. However,
bias arising from motivation or
expectation could still be a
concern.
Matias- Yes No NA PN NA No NA NA Serious
Guiu risk
etal.

(2016)
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Bias due to confounding

Baseline confounding

Baseline and time-varying
confounding

Author Potential If yes, If yes, were  Appropriate  If yes, were  Were post- Appropriate If yes, were  Judgement Description
(yr.) confounding analysis changesto  analysis to confounders intervention analysis for confounders  of bias
of the based on intervention  control for measured variables time-varying measured (based on
outcome? splitting likely confounding validly by controlled and domain validly by guidance)
follow-up related to domains? study for? confounders? study
accordingto  prognostic variables? variables?
intervention?  factors?
Moroetal.  Yes No NA No NA No NA NA Serious Participants could choose which
(2015) risk group they participated in
depending on their preference
Silivaikul Yes No NA No NA No NA NA Serious Potential practice effects in using
etal. risk the same tests post training were
(2019) not controlled for in this or other
studies
Zhang Yes No NA No NA No NA NA Serious
etal. risk
(2019)

Acronyms and abbreviations: NI: no information; NA: not applicable
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Bias in selection of participants

Author (yr.) Selection based If yes, were If yes, were Do start of Were adjustment  Judgement Description
on characteristics  variables variables intervention and  techniques used
observed after influencing influencing follow-up that are likely to
start of selection likely selection likely coincide for most  correct for
intervention? associated with influenced by participants selection bias?
intervention? outcomes?
Cipriani No NA NA Yes NI Low risk Design and reported results do not indicate that
et al. (2006) participant characteristics observed after the start of
the intervention affected selection into a group. All
participants began, and were followed-up, at the
same time points. These factors were true for all
studies.
Djabelkhir- No NA NA Yes No Low risk
Jemmi
etal. (2018)
Manera et.al. No NA NA Yes No Low risk
(2015)
Matias-Guiu No NA NA Yes No Low risk
etal. (2016)
Moro et.al. No NA NA Yes No Low risk
(2014)
Silivaikul No NA NA Yes No Low risk
etal. (2019)
Zhang et.al. No NA NA Yes No Low risk
(2019)

Acronyms and abbreviations: NI: no information; NA: not applicable
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Table 3

ROBINS-1 Classification of interventions

Author (yr.) Intervention groups clearly defined? Information used to define groups Could classification of intervention Judgement
recorded at the start of the status been influenced by knowledge
intervention? or risk of the outcome?
Cipriani Yes Yes No Low risk
et al. (2006)
Djabelkhir-Jemmi Yes Yes No Low risk
etal. (2018)
Manera et.al. (2015) Yes Yes No Low risk
Matias-Guiu Yes Yes No Low risk
etal. (2016)
Moro et.al. (2015) Yes Yes No Low risk
Silivaikul Yes Yes No Low risk
et al. (2019)
Zhang et.al. (2019) Yes Yes No Low risk

Acronyms and abbreviations: NI: no information; NA: not applicable
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COGNITIVE INTERVENTIONS IN MCI

ROBINS-1 Deviation from intended intervention

1-99

Bias due to deviation from intended intervention

Author (yr.) Deviations from intended intervention  If yes, deviations between groups Judgement Description

beyond usual practice? unbalanced AND likely affected the
outcome?

Cipriani No NA Low risk No attrition or movement between

etal. (2006) groups during the experimental period

Djabelkhir-Jemmi Yes Yes Moderate

et al. (2018)

Manera et.al. (2015) Yes Yes Moderate “One person dropped out after the first
week”. The group was not specified.
There was an imbalance in sample
size with the AD group being 25%
bigger than the MCI group

Matias-Guiu No NA Low risk

et al. (2016)

Moro et.al. (2014) Yes No Low risk Two people (one from each group)
were not available for 12 month
follow-up for unclear reasons. Judged
unlikely to have affected the true
outcome

Silivaikul No NA Low risk

etal. (2019)

Zhang et.al. (2019) Yes Yes Moderate risk

Acronyms and abbreviations: NI: no information; NA: not applicable
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Table 5

ROBINS-1 Missing outcome data

1-100

Bias due to missing outcome data

Author Data available Were Were Acre proportion Is there evidence  Judgement Description
(yr) for all or nearly participants participants of participants / results were
all participants?  excluded dueto  excluded dueto  reasons for robust to the
missing data on missing data on missing data presence of
intervention other variables similar across missing data?
status? interventions?
Cipriani No NI No NI NI NI Data was missing for baseline characteristics that might
etal. act as confounders or have affected intervention status
(2006) (e.g. whether they were included). Control group
participants equaled less than 30% of intervention group
albeit this was due to design and not missingness.
Overall, insufficient information on which to draw a
conclusion
Djabelkhir-  No No Yes NI No Serious risk
Jemmi et
al. (2018)
Manera Yes No Yes NA No Moderate risk Proportion of missing data differ slightly.
etal.
(2015)
Matias- Yes No No NA NA Low risk
Guiu
etal.
(2016)
Moroetal.  Yes No Yes Yes No Moderate risk No analytic strategy to address missing data or correct
(2015) for bias at the 12 month follow up
Silivaikul Yes No No NA NA Low risk
etal.
(2019)
Zhang No No NI NI No Serious risk 85.19% of participants contributed data for analysis.
etal. Reasons for attrition were not given.
(2019)

Acronyms and abbreviations: NI: no information; NA: not applicable
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Table 6

ROBINS-1 Measurement of the outcome

1-101

Bias due to measurement of the outcome

Author Could outcome Were outcome Were outcome Were any Judgement Description
(yr) measures have assessors aware of ~ measures systematic errors in
been influenced by  the intervention comparable across  measurement
knowledge of received? groups? related to
intervention intervention?
received?
Cipriani NI No Yes No Moderate risk Assessors were blind to group allocation
et al. (2006)
Djabelkhir- No No Yes No Low risk
Jemmi
et al. (2018)
Maneraetal.  No Yes Yes No Moderate risk Measures were comparable across groups. However,
(2015) assessors were not blind to participant allocation
Matias-Guiu  No NI Yes No Moderate risk
et al. (2016)
Moro et.al. No Yes Yes No Moderate risk Measures were comparable across groups. However,
(2015) assessors were not blind to participant allocation
Silivaikul No No Yes No Low risk
et al. (2019)
Zhangetal.  No NI Yes No Moderate risk “We assessed cognition both at the baseline and after
(2019) training”. No explicit information about blinding, or

otherwise, of assessors.
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Table 7

ROBINS-1 Selection of reported results

1-102

Bias due to selection of reported results

Author (yr.) Is the reported effect Is the reported effect  Is the reported effect  Judgement Description
estimate likely to estimate likely to estimate likely to
have been selected have been selected have been selected
from multiple from multiple from different
eligible eligible analyses? subgroups?
measurements in the
domain?
Cipriani No No No Low There is evidence that reported results correspond to all intended outcomes,
etal. (2006) analyses and sub-groups
Djabelkhir- No No No low
Jemmi
etal. (2018)
Manera et.al. No No No Low There is evidence that reported results correspond to all intended outcomes
(2015) and analyses
Matias-Guiu No No No Low
etal. (2016)
Moro et.al. No No No Low
(2015)
Silivaikul No No No Low
et al. (2019)
Zhang et.al. No No No Low
(2019)

Acronyms and abbreviations: NI: no information
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Appendix 1-1

Neuropsychology Review Instructions for Authors

Instructions for Authors

Types of papers
Review, Editorial, Commentary

Back totop t

Manuscript Standards
hManuscript Submission

Manuscripts submitted to Neuropsychology Review should conform to the style of the American
Fsychological Association Publication Manual (6th edition: 2010). Meuropsychology Review is an
EQUATOR adopter. The EQUATOR network represents a collaboration of researchers and journal
editors who aspire to improve accuracy and transparency in research by promoting better reparting
standards. Because Neuropsychology Review publishes review articles, the EQUATOR elements most
relevant are the PRISMA guidelines for preparation and reporting of systematic reviews and meta-
analyses [http: fwww.equator-network.org/reporting-guidelines/prisma/).

While narrative reviews will still be considered for publication when appropriate, Neuropsychology
Review encourages publication of systematic reviews of treatment, intervention and diagnostic
validity studies as well as systematic reviews of research relating to scientific questions in all aspects
of clinical neuropsychology and behavioral neuroscience. Systematic reviews are enhanced by
inclusion of a carefully conducted meta-analysis whenever appropriate. Authars of systematic reviews
and meta-analyses submitted to Neuropsychology Review should prepare thelr manuscripts
according to the PRISMA guidelines and include a PRISMA checklist (http://prisma-statement.org
JPRISMA Statement/Checklist.aspx ) with manuscript submission. When completing the checklist,
authors should consider whether their manuscript requires editing to address all of the reporting
requirements.

Meuropsychology Review discourages use of numerical rating scales that assign a single number to
rank the quality of studies included in the review. Instead authors should separately rate or classify
individual study quality and risk of bias using established criteria such as those included in the critical
appraisal checklists (e.g., randomized controlled trials or diagnostic validity studies
(http:/fwww.cebm.net/critical-appraisalf) ). For treatment and intervention studies key risk-of-bias
criteria include, but may not be limited to, adequacy of randomization, pre-treatment equality of
groups, blinding of patients, therapist or person undertaking outcome evaluation, adequacy of follow-
up and abjectivity in outcome measurement. For diagnostic validity studies, risk-of-bias criteria
include representativeness of sampling, full information on the test-to-be-evaluated (the index test)
and diagnostic group status (the reference standard) and independent, blinded acquisition of
reference and index test information. Other risk of bias criteria may be important in some contexts
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including commercial or other conflict of interest.

Prior to undertaking their systematic review, authors are encouraged to read the PRISMA Explanation
and Elaboration paper [ http:/fwww.ncbi.nlm.nin.gov/pubmed19621070). For authors nat familiar with
preparation of systematic reviews or the PRISMA guidelines, there are extensive information
resources available on the PRISMA website (http:/fwww.prisma-statement.org/).

Authors are encouraged to register their systematic review protocol early in the review process (e.q.,
PROSPERD), and use the PRISMA extension specifically written for reporting a systematic review
protocol (i.e., , PRISMA-P [hitp:/fwww.equator-network.org/reparting-guidelines/prisma-protocols/).

Authors of narrative reviews that are not based on systematic literature searching should justify in
their cover letter and in the body of their manuscript why a systematic review was not feasible or
appropriate. Likewise, authors of systematic reviews without meta-analysis should explain in their
cover letter and in the body of their manuscript why meta-analysis was not considered appropriate
[e.q., reviewed studies were not of sufficient quality).

Authors should avoid use of non-standard abbreviations.

Back totop +

Offprints

25 offprints of each article will be provided free of charge. Additional offprints can be ordered by
rmeans of an offprint order farm supplied with the proofs.

Back to top +

Manuscript Submission

Manuscript Submission

Submission of 8 manuscript implies: that the work described has not been published before; that it is
nat under consideration for publication anywhere else; that its publication has been approved by all
co-authors, if any, as well as by the responsible authorities — tacitly or explicitly — at the institute
where the work has been carried out. The publisher will not be held legally responsible should there
be any claims for compensation.
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Permissions

Authors wishing to include figures, tables, or text passages that have already been published
glsewhere are required to obtain permission from the copyright owner(s) for bath the print and online
format and to include evidence that such permission has been granted when submitting their papers.
Any material received without such evidence will be assumed to originate from the authors.

Online Submission

Flease follow the hyperlink “Submit online” on the right and upload all of your manuscript files
following the instructions given on the screen.

Flease ensure you provide all relevant editable source files. Failing to submit these source files might
cause unnecessary delays in the review and production process.

Back totop 1

Title page
Title Page
Please use this template title page for providing the following infarmation.

The title page should include:

* The name(s) of the authaoris)

» A concise and informative title

+ The affiliation(s) of the authar(s), i.e. institution, (department), city, (state), country
+ A clear indication and an active e-mail address of the corresponding author

« [f available, the 16-digit ORCID af the author(s)

If address information is provided with the affiliation(s) it will also be published.

For authors that are (tempaorarily) unaffiliated we will only capture their city and country of residence,
nat their e-mail address unless specifically requested.

Abstract

Flease provide an abstract of 150 to 250 words. The abstract should not contain any undefined
abbreviations or unspecified references.

For iife science journals only (when applicable)

Trial registration number and date of registration
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Trial registration number, date of registration followed by “retrospectively registered”

Keywords

Flease provide 4 to 6 keywords which can be used for indexing purposes.

Declarations

All manuscripts must contain the following sections under the heading 'Declarations’.

If any of the sections are not relevant to your manuscript, please include the heading and write "Nat
applicable’ far that sectian.

To be used for non-iife science journals

Funding (information that explains whether and by whom the research was supported)

Conflicts of interest/Competing interests (include appropriate disclosures)

Availability of data and material (data transparency)

Code availability (software application or custom code)

Authors' contributions (optional: please review the submission guidelines from the journal whether
staternents are mandatory)

To be used for life science journals + articles with biological appliications

Funding (information that explains whether and by whom the research was supported)

Conflicts of interest/Competing interests (include appropriate disclosures)

Ethics approval (include appropriate approvals or walvers)

Consent to participate (include appropriate statements)

Consent for publication (include appropriate statements)

Availability of data and material (data transparency)

Code availability (software application or custom code)

Authors' contributions (optional: please review the submission guidelines from the journal whether
statements are mandatory)



COGNITIVE INTERVENTIONS IN MCI 1-108

Flease see the relevant sections in the submission guidelines for further information as well as various
examples of wording. Please revise/customize the sample statements according to your own needs.

Back to top ¢

Text
Text Formatting

Manuscripts should be submitted in Word.

» Use a normal, plain font (e.q., 10-point Times Roman) for text.

» Use italics for emphasis.

» Use the automatic page numbering function to number the pages.

» Do not use field functions.

» Use tab stops or other commands for indents, not the space bar.

» Use the table function, not spreadsheets, to make tables.

» Use the equation editor or MathType for equations.

« Save your file in docx format (Word 2007 or higher) or doc format (older Waord versions).

Headings

Flease use no more than three levels of displayed headings.

Abbreviations

Abbreviations should be defined at first mention and used consistently thereafter.

Footnotes

Footnotes can be used to give additional information, which may include the citation of a reference
included in the reference list. They should not consist solely of a reference citation, and they should
never include the bibliographic details of a reference. They should also not contain any figures or
tables,

Footnotes to the text are numbered consecutively; those to tables should be indicated by superscript
lower-case letters (or asterisks for significance values and other statistical data). Footnotes to the title

or the authors of the article are not given reference symbols.

Always use footnotes instead of endnotes.
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Acknowledgments

Acknowledgments of people, grants, funds, etc. should be placed in a separate section on the title
page. The names of funding organizations should be written in full.

Back to top 1

References
Citation
Cite references in the text by name and year in parentheses. Some examples:

» Megotiation research spans many disciplines (Thompson 1980).

» This result was later contradicted by Becker and Seligman [199G).

» This effect has been widely studied {Abbott 1951; Barakat et al. 1995; Kelso and Smith 1998;
Medvec et al. 1999).

|deally, the names of six authors should be given before et al. (assuming there are six or more), but
names will not be deleted if more than six have been provided.

Reference list

The list of references should only include works that are cited in the text and that have been
published or accepted for publication. Personal communications and unpublished works should only
be mentioned in the text. Do not use footnotes or endnotes as a substitute for a reference list,

Reference list entries should be alphabetized by the last names of the first authar of each worl,

Journal names and book titles should be italicized.

« Journal article Harris, M., Karper, E., Stacks, G., Hoffman, D., DeNirg, R., Cruz, F., et al. (2001).
Writing labs and the Hollywood connection. Journal of Fifm Wiiting, 44(3), 213-245.

» Article by DOl Slifka, M. K., & Whitton, J. L. (2000) Clinical implications of dysregulated cytokine
production. Journal of Molecular Medicine, https:/f/doi.org/10.1007/s001080000086

» Book Calfee, R. C., & Valencia, R. R. (1991). APA guide to preparing manuscripts for journal
publication. Washington, DC: American Psychological Assaciation.

+ Book chapter O'Neil, J. M., & Egan, J. (1992). Men's and women's gender role journeys:
Metaphor for healing, transition, and transformation. In B. R. Wainrib (Ed.), Gender issues across
the life cycle (pp. 107-123). New York: Springer.

# Online document Abou-Allaban, ., Dell, M. L., Greenberg, W., Lomax, J., Peteat, J., Torres, M., &
Cowell, V. [2006). Religious/spiritual commitments and psychiatric practice. Resource document.
American Psychiatric Association. http:/fwww.psych.org/edufother_res/lib_archives/archives
S200604.pdf. Accessed 25 June 2007,
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For authors using EndMote, Springer provides an output style that supports the formatting of in-text
citations and reference list.

EndMote style (Download zip, 4 kB) +
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Tables

» All tables are to be numbered using Arabic numerals.

Tables should always be cited in text in consecutive numerical order.

For each table, please supply a table caption (title) explaining the components of the table.
Identify any previously published material by giving the original source in the form of a reference
at the end of the table caption.

Footnotes to tables should be indicated by superscript lower-case letters (or asterisks for
significance values and other statistical data) and included beneath the table body.

Back to top +

Artwork and Illustrations Guidelines

Electronic Figure Submission

« Supply all figures electronically.

« [ndicate what graphics program was used to create the artworlk.

« For vector graphics, the preferred farmat is EPS; for halftones, please use TIFF format. MSOffice
files are also acceptable.

» \ector graphics containing fonts must have the fonts embedded in the files.

+ Name your figure files with "Fig" and the figure number, e.q., Figl.eps.
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Line Art
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Definition: Black and white graphic with no shading.

Do not use faint lines and/or lettering and check that all lines and lettering within the figures are
legible at final size.

All lines should be at least 0.1 mm (0.3 pt) wide.

Scanned line drawings and line drawings in bitmap format should have a minimum resolution of
1200 dpi.

» \ector graphics containing fomts must have the fonts embedded in the files.

Halftone Art

= Definition: Photographs, drawings, or paintings with fine shading, etc.

s If any magnification is used in the photographs, indicate this by using scale bars within the
figures themselves.

s Halftones should have a minimum resolution of 300 dpi.
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Combination Art
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+ Definition: a combination of halftone and line art, e.g., halftones containing line drawing,
extensive lettering, color diagrams, etc.
+« Combination artwork should have a minimum resolution of 600 dpi.

Color Art

s Color art is free of charge for online publication.

¢ [ black and white will be shown in the print version, make sure that the main information will still
ke visible, Many colors are not distinguishable from one another when converted to black and
white. A simple way to check this is to make a xerographic copy 10 see if the necessary
distinctions between the different colors are still apparent.

+ [f the figures will be printed in black and white, do not refer to color in the captions.

* Color illustrations should be submitted as RGB (8 bits per channel).

Figure Lettering

« To add lettering, it is best to use Helvetica or Arial [sans serif fonts).

+ Keep lettering consistently sized throughaout yvour final-sized artwork, usually about 2-3 mm
(8-12 pt).

s Yariance of type size within an lllustration should be minimal, e.q., do not use 8-pt type on an
axis and 20-pt type for the axis label.

« Avoid effects such as shading, outline letters, etc.

* Do not include titles or captions within your illustrations.

Figure Numbering

+ All figures are to be numbered using Arabic numerals.

s Figures should always be cited in text in consecutive numerical order.

* Figure parts should be denoted by lowercase letters (a, b, ¢, etc.).

« |f an appendix appears in your article and it contains one or more figures, continue the
consecutive numbering of the main text. Do not number the appendix figures A1, A2, A3, etc.
Figures in online appendices (Electronic Supplementary Material) should, however, be numberad
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separately.
Figure Captions

+ Each figure should have a concise caption describing accurately what the figure depicts. Include
the captions in the text file of the manuscript, not in the figure file.

» Figure captions begin with the term Fig. in bold type, followed by the figure number, also in bold
type.

+ Mo punctuation is to be included after the number, nor is any punctuation to be placed at the
end of the caption.

« |dentify all elements found in the figure in the figure caption; and use boxes, circles, etc., as
coordinate points in graphs.

» |dentify previously published material by giving the original source in the form of a reference
citation at the end of the figure caption.

Figure Placement and Size

* Figures should be submitted separately from the text, if possible.

+ When preparing your figures, size figures to fit in the column width.

» For large-sized journals the figures should be 84 mm (for double-column text areas), or 174 mm
(far single-column text areas) wide and not higher than 234 mm.

+ For small-sized journals, the figures should be 119 mm wide and nat higher than 195 mm.

Permissions

If you include figures that have already been published elsewhere, you must obtain permission from
the copyright owner(s) for both the print and online format. Please be aware that some publishers do
not grant electronic rights for free and that Springer will not be able to refund any costs that may
have occurred 1o receive these permissions. In such cases, material from other sources should be
used.

Accessibility

In arder to give people of all abilities and disabilities access to the content of your figures, please
make sure that

s All figures have descriptive captions (blind users could then use a text-to-speech software or a
text-to-Braille hardware)

» Patterns are used instead of or in addition to colors for conveying information (colorblind users
would then be able to distinguish the visual elements)

« Any figure lettering has a contrast ratio of at least 4.5:1

Back to top 1
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Electronic Supplementary Material

Springer accepts electronic multimedia files (animations, movies, audio, etc.) and other
supplementary files to be published online along with an article or a2 boolk chapter. This feature can
add dimension to the author's article, as certain information cannot be printed or is mare convenient
in electronic form.

Before submitting research datasets as electronic supplementary material, authors should read the
journal’'s Research data policy. We encourage research data to be archived in data repositories
wherever possible.

Submission

= Supply all supplementary material in standard file formats.

* Please include in each file the following information: article title, journal name, author names;
affiliation and e-mail address of the corresponding author.

« To accommodate user downloads, please keep in mind that larger-sized files may require very
long download times and that some users may experience other problems during downloading.

Audio, Video, and Animations

Aspect ratio: 16:9 or 4:3

Maximum file size: 25 GB

Mimimum video duration: 1 sec

Supported file formats: avi, wmv, mpd, mov, m2p, mp2, mpg, mpegq, flv, mxf, mts, mdv, 3gp

Text and Presentations

= Submit your material in PDF format; .doc or .ppt files are not suitable for long-term viability,
= A collection of figures may also be combined in a PDF file.

Spreadsheets
« Spreadshests should be submitted as .csv or .xlsx files (M3 Excel).
Specialized Formats

= Specialized format such as .pdb (chemical), wrl (VRML), .nb (Mathematica notebook), and .tex
can also be supplied.

Collecting Multiple Files

» [t i5 possible to collect multiple files in a .zip or .gz file.
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Ethical Responsibilities of Authors

This journal is committed to upholding the integrity of the scientific record. As a member of the
Committee on Publication Ethics (COPE) the journal will follow the COPE guidelines on how to deal
with potential acts of misconduct.

Authors should refrain from misrepresenting research results which could damage the trust in the
journal, the professionalism of scientific authorship, and ultimately the entire scientific endeavour.
Maintaining integrity of the research and its presentation is helped by following the rules of good
scientific practice, which include®;

* The manuscript should not be submitted to more than one journal for simultaneous
consideration.

* The submitted work should be original and should not have been published elsewhere in any
farm or language (partially or in full}), unless the new waork concerns an expansion of previous
work. (Please provide transparency on the re-use of material to avold the concerns about text-
recycling ("self-plagiarism’').

* A single study should not be split up into several parts to increase the quantity of submissions
and submitted to various journals or to one journal over time (i.e. ‘salami-slicing/publishing’).

* Concurrent or secondary publication is sometimes justifiable, provided certain conditions are
met. Examples include: translations or a manuscript that is intended for a different group of
readers.

» Results should be presented clearly, honestly, and without fabrication, falsification or
inappropriate data manipulation (including image based manipulation). Authors should adhere to
discipline-specific rules for acguiring, selecting and processing data.

* Mo data, text, or theories by others are presented as if they were the author's own ('plagiarism’).
Froper acknowledgements to other works must be given (this includes material that is closely
copied (near verbatim), summarized and/or paraphrased), guotation marks (to indicate words
taken from another source) are used for verbatim copying of material, and permissions secured
far material that is copyrighted.

Important note: the journal may use software to screen for plagiarism.

+ Authors should make sure they have permissions for the use of software, questionnaires/|web)
surveys and scales in their studies (if appropriate).
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« Research articles and non-research articles (e.g. Opinion, Review, and Commentary articles)
must cite appropriate and relevant literature in support of the claims made. Excessive and
inappropriate self-citation or coordinated efforts among several authors to collectively self-cite is
strongly discouraged.

« Authors should avoid untrue statements about an entity (who can be an individual person or a
company) ar descriptions of their behavior ar actions that could potentially be seen as personal
attacks or allegations about that person.

+ Research that may be misapplied to pose a threat to public health or national security should be
clearly identified in the manuscript (e.g. dual use of research). Examples include creation of
harmful consequences of biological agents or toxins, disruption of immunity of vaccines, unusual
hazards in the use of chemicals, weaponization of research/technology (amongst others).

« Authors are strongly advised to ensure the author group, the Corresponding Author, and the
arder of authors are all correct at submission. Adding and/or deleting authors during the revision
stages is generally mot permitted, but in some cases may be warranted. Reasons for chamges in
autharship should be explained in detail. Please note that changes to authorship cannot be made
after acceptance of a manuscript.

*All of the above are guidelines and authors need 1o make sure to respect third parties rights such as
copyright and/or moral rights.

LIpon request authors should be prepared to send relevant documentation or data in order to verify
the validity of the results presented. This could be in the form of raw data, samples, records, etc.
Sensitive information in the form of confidential or proprietary data is excluded.

If there is suspicion of misbehavior or alleged fraud the Journal and/or Publisher will carry out an
investigation following COPE guidelines. If, after investigation, there are valid concerns, the author(s)
concerned will be contacted under their given e-mail address and given an opportunity to address
the issue. Depending on the situation, this may result in the Journal's andfor Publisher's
implementation of the following measures, including, but not limited to:

» |f the manuscript is still under consideration, it may be rejected and returned to the author.
» |f the article has already been published online, depending on the nature and severity of the
infraction:
- an erratumjfcorrection may be placed with the article

- an expression of concern may be placed with the article

- Or in severe cases retraction of the article may accur,
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Role of the Corresponding Author

One author is assigned as Corresponding Author and acts on behalf of all co-authors and ensures
that questions related to the accuracy or integrity of any part of the work are appropriately
addressed.

The Corresponding Author is responsible for the following reguirements:

+ ensuring that all listed authors have approved the manuscript before submission, including the
names and order of authars;

+ managing all communication between the Journal and all co-authors, before and after
publication;*

« providing transparency on re-use of materal and mention any unpublished material (for example
manuscripts in press) included in the manuscript in a cover letter to the Editor;

« making sure disclosures, declarations and transparency on data statements from all authors are
included in the manuscript as appropriate (see above).

* The requirement of managing all communication between the journal and all co-authors during
submission and proofing may be delegated to a Contact or Submitting Author. In this case please
make sure the Corresponding Author is clearly indicated in the manuscript.

Author contributions

In absence of specific instructions and in research fields where it is possible to describe discrete
efforts, the Publisher recommends authars to include contribution statements in the work that
specifies the contribution of every author in order to promote transparency. These contributions
should be listed at the separate title page.

Examples of such statement(s) are shown below:

« Free text:

All authors contributed to the study conception and design. Material preparation, data collection and
analysis were performed by [full name], [full name] and [full name]. The first draft of the manuscript
was written by [full name] and all authors commented on previous versions of the manuscript. All

authors read and approved the final manuscript.

Example: CRediT taxonomy:




COGNITIVE INTERVENTIONS IN MCI 1-118

Copyright and license term - CC BY

Open Choice articles do not require transfer of copyright as the copyright remains with the authaor. In
opting for open access, the author(s) agree to publish the article under the Creative Commons
Attribution License.

Find more about the license agreement
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Abstract
The aim of this study was to explore the feasibility of using a capacity assessment tool
designed to support remote assessment work during the COVID-19 health crisis. A
qualitative design was employed that used thematic analysis to explore focus group and
individual interview data. Eight Best Interests Assessors were recruited who had experience
in undertaking capacity assessments in the context of the Deprivation of Liberty Safeguards
(DoLS). Two focus groups were held comprising three participants each. In addition two
individual interviews were conducted. Data analysis resulted in four themes: (1) Structure is
Crucial for remote DoLS assessments , (2) Facilitating Effective relationships; (3) Being
Person-Centred and (4) Bridging the Gap Between Training and Practice. Some sub-themes
were also identified. All participants judged that it was feasible for the tool to be used in
practice. The structure, sequence of questions and examples provided in the document
received particular praise. Further, participants reported that the tool could be useful for
social workers, care staff, doctors and allied health professionals across a range of settings.
Amendments to the tool were put forward that could provide additional clarity about the
assessment process and improve the experience of clients. Recommendations for future

research are discussed.

Keywords: Decision-making, crisis, feasibility, mental capacity, cognition,

deprivation of liberty, remote assessment.
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Using an assessment tool to support capacity assessments undertaken remotely in the

context of a global health crisis: A feasibility study

In western philosophy, decision-making has been intimately linked with ideas of personhood
and autonomy (Gemes & May, 2009; Sensen, 2013; Strawson, 2009). There is compelling
evidence that being able to make choices about our lives contributes to a perceived sense of
control (Deci & Ryan, 2000). From a political and legal perspective, the right to liberty and
privacy are considered a fundamental human right and are enshrined in treatises and
legislation (Council of Europe, 1950; Human Rights Act, 1998). The rights of others to make
decisions on our behalf is therefore governed by legal principles and processes and often rests
on the question of whether someone has become unable to make decision for themselves
(Mental Capacity Act: Code of Practice, 2005).

In England and Wales an inability to make a decision, otherwise referred to in the
Mental Capacity Act (MCA) as a lack of capacity, rests on two criteria; the person must have
a mental impairment, such as dementia or depression, and there must be a belief that the
person is functionally unable to make a decision at a the time it needs to be made (Mental
Capacity Act: Code of Practice, 2005).
Difficulties in Undertaking Capacity Assessments in Practice

Since the introduction of the Mental Capacity Act (MCA) in 2005, national and local
training has been developed to support professionals to assess a person’s capacity (Currie,
2015; Mental Capacity Act (MCA) Directory, 2015; Ruck Keene et al., 2016). Recent
scrutiny, however, has established that capacity assessments are often insufficiently thorough
and fail to comply with statutory requirements (Emmett, Poole, Bond, & Hughes, 2013;
Hinsliff-Smith et al., 2017; House of Lords Select Committee on the Mental Capacity Act
2005, 2014). Practitioners report a lack of confidence in applying MCA training to every-day
practice, which could account for ongoing concerns over quality (Emmett et al., 2013;

Murrell & McCalla, 2016; Willner, Bridle, Dymond, & Lewis, 2011; Willner, Jenkins, Rees,
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Griffiths, & John, 2011). Moreover, funding cuts over the last decade has reduced the
feasibility of face-to-face training to address gaps in competency (Cummins, 2018).
The Unique Nature of Capacity Assessments Relating to Deprivation of Liberty

Some clients experience significant restrictions on their liberty as part of their care
arrangements (Deprivation of Liberty Safeguards: Code of Practice, 2008). Such
circumstances require independent assessment (including a capacity assessment) typically
undertaken by Deprivation of Liberty Safeguards (DoLS) assessors (Deprivation of Liberty
Safeguards: Code of Practice, 2008). An amendment to the Mental Capacity Act 2005 has
been passed into law that will replace the DoLS with a new framework called the Liberty
Protection Safeguards (LPS) (Mental Capacity (Amendment) Act, 2019). The LPS will come
into force in 2022, introducing a new process of assessment (Department of Health and
Social Care, 2020a). DoLS assessors will continue in their current role, however, until this
time.

DoLS assessors are amongst the best equipped to undertake capacity assessments as
they receive in-depth training and complete complex assessments on a regular basis (Work,
2009). However, even amongst this professional group, Jones et al (2019) found that
insufficient documentation was described as something that DoLS assessors noticed in each
other’s assessments.

Undertaking remote assessments in the Context of COVID-19

Against this backdrop of miriad challenges, the United Kingdom (UK) government
implemented public health measures in March 2020 to manage the rate of infections resulting
from the COVID-19 virus, which included a requirement for DoLS assessors to work
remotely (Cabinet Office, 2020; Department of Health and Social Care, 2020b; Mithran,

2020).
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The use of remote assessments in health and social care is increasing (American
Psychological Association, 2010; Maheu et.al., 2012). Undertaking remote assessments
could provide a range of benefits including increased access to services, cost savings and, in
the current pandemic context, reduced risk of infection transmission (Luxton et. al., 2014).
However, there are many factors that can influence the quality and reliability of remote
assessments (Luxton et. al., 2014). These factors include: The assessment environment,
which encompasses consideration of adequate space, sufficient privacy and comfort for
clients and technological difficulties arising from the use of telephones or web-based
conferencing, such as disrupted internet connections or poor audio quality (Jones et. al.,
2001; Kramer et. al., 2013; Luxton et. al., 2011; Luxton et. al., 2012).

Another consideration is the extent to which remote assessments are considered
acceptable to both clients and professionals as this has been shown to affect the validity and
reliability of assessments (Elhai et. al., 2012; Rogers, 2001). However, acceptability is
difficult to predict and can depend on a range of factors that include culture, confidence,
motivation and clinical difficulties (Luxton et. al., 2012; Modai et. al., 2006). For example,
older or more disadvantaged, populations might have less experience with technology or
access to it (Rohland, et. al., 2000). Moreover, for clients with a cognitive impairment, it
might be necessary to have someone physically present to support them in using technology
or in engaging with a professional who is not present (Grady & Melcer, 2005; Grayson &
Monk, 2003).

A crisis can be defined as a negative event that commands attention (Sweeny, 2008).
Sayegh et al (2004) argue that both rational and intuitive processes are required for optimal
decision-making in crises. They suggest that professional experience triggers explicit and
tacit knowledge, which combines with personal efficacy to drive decision-making in crises.

However, they posit that tacit knowledge can become progressively less helpful the more a
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crisis situation differs from practice-as-usual (Rhonda & Timothy, 1996; Sayegh et al., 2004).
Concordant with appraisal theory, authors suggest that experience, knowledge, self-efficacy
and levels of emotional arousal combine to determine whether a crisis is perceived as a threat
or as an opportunity (Scherer, Schorr, & Johnstone, 2001).

A new tool to support remote capacity assessments

A capacity tool in the form of a semi-structured interview has been developed to
support professionals undertaking capacity assessments in the context of the DoLS
(Mackenzie, Lincoln & Newby, 2008). The tool was developed from post-doctoral research
work undertaken in a stroke population. The author, Dr Janice Mackenzie, has revised the
tool over several iterations in line with informal feedback from experienced professionals
working across health and care services (personal communication with Dr Mackenzie, May
2019). The tool is underpinned both by legal requirements and neuropsychological theory.
The tool was adapted in response to the COVID-19 outbreak in April 2020 by Dr Mackenzie
to support remote assessments.

DoLS assessors are required to record assessments on prescribed organisational or
legal documentation. Accordingly, whilst the tool includes both aspects of the two-stage
legal test of capacity, it is anticipated that its primary value will be as a supplement to current
practice. The tool aims to address challenges in practice by: increasing awareness of
potentially salient assessment information; providing a supportive structure that scaffolds
practice and improving accuracy through questions and prompts intended to elicit detailed
information about the clients difficulties and strengths. The tool has the potential to support
practice in an evolving and challenging context. However, it has yet to be formally studied
and the feasibility of undertaking research on the tool has yet to be established.

The aim of the research, therefore, is to establish the feasibility of disseminating the

tool amongst DOLS assessors and of undertaking a full research trial.
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The research will answer the following question: Is a tool designed to support remote
capacity assessments with people with a psychological or cognitive impairment around their
admission to hospital or a care home experienced as practical, acceptable and useful by
decision-makers?

To answer this question, the study will specifically explore the following areas of
feasibility: Whether participants judged that the tool was suitable and appropriate in the
context of remote working; an examination of how the tool was used to support remote
assessments; consideration of the settings and contexts that the tool could be implemented
remotely in and limited efficacy testing, specifically whether the tool has the potential to
enhance the quality of professional judgements when working remotely.

Method
Design

This qualitative feasibility study involved DoLS assessors trialling a remote capacity
assessment tool for six weeks during May and June 2020. At the end of the trial period
participants attended an online focus group or individual interview to answer questions about
their experiences of using the tool to support remote assessments. If it had not been possible
to use the tool with multiple clients, participants were still encouraged to participate. The
study used a thematic analysis approach and employed focus group and individual
methodology. Reporting of the study conforms to the Consolidating Standards of Reporting
Trials (CONSORT) guidelines for feasibility studies (see Appendix 2-A) (Eldridge et al.,
2016).

Information was required to establish whether it would be beneficial to undertake
further research on the tool. As such, a feasibility design was selected (Bowen et al., 2009).
Whilst qualitative approaches to feasibility studies are an emerging field, they can facilitate a

more refined understanding of how and why an intervention worked in real-world contexts



CAPACITY TOOL FEASIBILITY STUDY 2-8

than quantitative methods (O'Cathain et al., 2015; Wells, Williams, Treweek, Coyle, &
Taylor, 2012).

Thematic analysis has been described as appropriate for applied health research and
has proven utility in this field (Braun & Clarke, 2006; Dowling, Hodge, & Withers, 2018;
Fugard & Potts, 2015; Radosteva, 2018). Understanding perceptions of an intervention
within a specific context is central to this study. As such, the analysis was informed by a
critical realist epistemology (Price & Martin, 2018). Critical realism is concerned with
understanding how knowledge is shaped by, and positioned within, context and culture
(Gorski, 2013). Critical realism assumes that objective phenomena exist, which can be
partially understood through empirical enquiry (Alderson, 2016). Further, it assumes that
unseen and indirect contextual forces have a reciprocal influence on people (agents) as
individuals and in relation to each other albeit such forces may only be visible in their effects
(Bhaskar, 2016). This epistemological framework provides concepts, therefore, that could
elucidate how policies arising from the current health crisis are impacting professionals and
how the capacity tool might enable them to influence their context (Alderson, 2016).
Ethics

Ethical approval was sought and obtained from Lancaster University’s Research
Ethics Committee (REC) and from the Health Research Authority (HRA) (see Appendix 4-L
and 4-P). Following a decision to amend the study title and design, making it relevant to
practice during the COVID-19 outbreak, changes were heard as part of a scheduled National
Health Service (NHS) REC ethics board meeting and processed in line with procedures
specific to COVID-related studies (NHS Health Research Authority, 2020). The NHS REC

approval letter is contained in Appendix 4-O.
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Participants

Purposive sampling was employed to obtain a sample of experienced Deprivation of
Liberty Safeguards (DoLS) assessors in the Northwest of England who could speak to the
feasibility of using the capacity tool within remote assessments (Palinkas et al., 2015). DoLS
assessors comprise Mental Health Assessors (MHAS), who have a psychiatry background,
and Best Interests Assessors (BIAs), who have a background in clinical psychology, social
work, occupational therapy or mental health nursing. Independent assessors and those
employed directly by a statutory service were eligible to participate. As a result of service
pressures arising from the COVID-19 health crisis, it was not possible to recruit DoLS
assessors employed by NHS Trusts. Everyone who expressed an interest in taking part in the

study was recruited.

Eight participants were recruited to the study (seven identifying as female and one
male participant). Participants were all DoLS BIAs and had between five and 15-years-
experience in undertaking capacity assessments. Two participants were employed as BIAs

within a Local Authority and the remainder worked as independent professionals.

Recruitment

Emails promoting the study were sent to Local Authority DoLS managers. Four
participants were recruited through these networks. Four participants were recruited after
they responded to a research advert posted on Twitter (see Appendix 4-A). Once consent
forms had been returned, participants were sent a copy of the capacity tool, associated
guidance and a combined client/frontline worker consent form (see Appendix 4-C, 4-G, 4-1
and 4-D respectively). Participants were also sent a consent procedure flowchart (see
Appendix 4-E). Participants completed a demographic information sheet, indicating whether

they had appropriate equipment for online interviews and their availability for data collection
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(see Appendix 4-D). Arrangements were made to conduct the focus groups or interviews at a
time convenient to participants.
Data collection

Focus groups and individual interviews were used to collect the majority of
participant data. To improve the trustworthiness of findings proper consideration was given
to the rationale for this approach given the potentially divergent epistemological assumptions
of these two approaches to data collection (Barbour, 1998; Lambert & Loiselle, 2008; Morse,
2003). From a practical and ethical perspective, using groups and interviews was useful in
obtaining information efficiently and in offering participants choices in how the contributed
to the study (Rees et. al., 2003; Taylor, 2005). Moreover, this approach was selected to
generate rich feasibility data by combining information about the range of differences and
similarities of perspectives that can be a unique feature of focus groups with in-depth
perspectives that can be explored in interviews (Lambert & Loiselle, 2008; Macdonald,
2006).

Within critical realism, experiences are understood as arising from interdependent
planars of dialogue (Bhaskar, 2016). An epistemological assumption is that perspectives are
shaped and strengthened through intra- and interpersonal dialogue (Bhaskar, 2016). Seen
through this epistemological lens, critical realism can provide a frame within which the
question of feasibility can be explored both through both individual reflections shared with an
interviewer and interpersonal dialogues within groups (Alderson, 2016; Morgan, 2012; Price
& Martin, 2018).

A question route resembling a structured interview was preferred over a topic guide to
increase the likelihood of obtaining comparable data across groups (Krueger, 2009) (see
Appendix 4-1). The question route was adapted into an individual interview schedule for two

participants who were unable to attend a group. In line with good practice recommendations,
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questions were uni-dimensional, and did not contain synonyms (Freeman, 2006; Krueger,
1998b).

Experts-by-experience were consulted on the type of questions included in the focus
group question routes and individual interviews by the student researcher. This group
comprised four people with an acquired brain injury who had experience of having their
capacity assessed. During this process there was no indication that these adults lacked the
capacity to provide consultation. Following conversations with this group an additional
question was included: “If we asked a client or front line worker how they experienced the
tool what might they say?”

Two online focus groups comprising three participants each and two individual
interviews were undertaken. Confidentiality arrangements and the participants’ rights to
withdraw from the study were reiterated at the beginning of each group or interview. People
were offered the opportunity to ask questions and a debrief sheet was provided via email after
each discussion. Participants were invited to select their own pseudonym for the report
Consistent with focus group best practice, the full data corpus included transcripts of
discussions, notes taken by an assistant psychologist during the group interviews, notes from
debrief sessions held between the student researcher and assistant psychologist and the
researcher’s reflective journal.

Procedure

Participants had six weeks to trial the tool with clients. This timeframe was set
following a scoping exercise with four potential participants who confirmed that at least three
assessments could feasibly be undertaken over this period. When the tool was emailed to
participants it was explained that it was designed to be used flexibly. ldeas for how the tool
might be used were also outlined. For example, it was suggested that participants could ask

care staff to complete the tool with clients on their behalf and use the information gathered to
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inform their decision. Participants were also directed to the guidance document that
accompanied the tool for additional information about using it (see Appendix 4-H).
During the trial period two contacts were made with each participant to offer them an
opportunity to ask questions about using the tool or to clarify any aspects of the study.

The question route to be used in the focus groups was trialled in an online pilot focus
group conducted on Microsoft Teams (Krueger, 1998b). The pilot group comprised two
academic supervisors and two friends of the researcher who were informed about the research
topic. The assistant psychologist was unavailable during this period so a researcher
supervisor acted in the role of notetaker; sharing learning with the assistant psychologist prior
to the real groups. The pilot tested the accessibility of questions, explored the ease with
which participants could use software and identified unique challenges arising from online
discussions. Relevant adaptations were then made to improve the process, such as suggesting
to participants that they raise their hand to indicate that they would like to talk. Convergent
with the literature, the pilot indicated that groups should comprise no more than three
participants for optimal participation (Finch & Lewis, 2003; Tuttas, 2015). Further, the pilot
suggested that short test sessions to practice using the software with participants would be
useful.

Focus groups and interviews ranged in duration from 52 to 68 minutes. Discussions
were recorded with the consent of participants and transcribed verbatim. At the end of each
group the assistant psychologist supporting the research, shared the main ideas that they had
noticed arising from the discussion with the group. Participants were asked to comment on
whether these ideas were an accurate reflection of their views and any additions or comments
were noted. The researcher and assistant psychologist met for approximately fifteen minutes
after each group to compare their interpretations of what had been shared.

Analysis
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Focus groups are not associated with a particular analytic framework but some
principles of focus group analysis were used to produce richer data and to scaffold the
analysis (Krueger, 1998a). Freeman (2006), suggests that analysis begins with thoughtful
question sequencing to allow people to gather their thoughts and feel comfortable in sharing
their views within a group context. As such, the first question related to participant
recollection of the tool and general opinions about it (Freeman, 2006) (see Appendix 4-1).
Braun and Clarke’s (2006) stages of thematic analysis were followed to provide a clear
structure and rigour in the analysis.

The full data corpus was read over more than three times to establish familiarisation
with the data. Notes were taken of potential themes, which were periodically referred back to
throughout the analysis. A top-down analytic approach was employed, with data reviewed
for units of meaning that may be pertinent to the research question (Braun & Clarke, 2014).
An example of a coded extract of data is contained in Table 3. Codes were reviewed, revised
or merged where appropriate and an initial thematic map containing twelve themes was
created (Braun & Clarke, 2006; Kitzinger & Barbour, 1999) (See Figure 1). Themes were
refined during supervision discussions and following participant feedback. Whilst candidate
themes corresponded closely with aspects of the research questions this was not felt, on
reflection, to be the best representation of the data (Braun & Clarke, 2006). These themes
were refined into four final themes that were checked for internal coherence and overall fit
with the data (see Figure. 2). A final coding frame is contained in Table 5.

Reflexivity and quality of analysis

The researcher reflected on their assumptions, expectations and responses to the data
throughout data collection and analysis using supervisions and a reflective journal (King,
2010). This was done to promote greater transparency and created space for alternative

accounts of the data in supervision (Power & Williams, 2001). The research team included
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two academic supervisors who were experienced in qualitative analysis. They reviewed the
analysis at each stage to ensure that thematic development was valid and true to the data
(YYardley, 2000, 2017). At the end of each focus group and individual interview either the
researcher or assistant psychologist summarised some of the main ideas discussed.
Participants were invited to comment on the accuracy of summaries. Three participants gave
immediate feedback to clarify their ideas and perspective. Provisional themes were emailed
to each participant for review and comment. All participants responded to the email to say
that they were satisfied that the themes accurately depicted their thoughts and experiences.
Quotes were used extensively to support interpretations.
Results

Four themes were identified from the analysis. These were: (1) Structure is Crucial
for remote DoLS assessments, (2) Facilitating Effective Relationships; (3) Being Person-
Centred and (4) Bridging the Gap Between Training and Practice. The first theme comprised
two sub-themes: Reducing Complexity and Obtaining Rich and Relevant Data. Theme three
included the sub-themes: Getting the Balance Right and Language is Important. Theme four
incorporated the subthemes: Building Resilience within and Across Services and
Implementation May Require Support (see Table 2). Supporting quotes for each theme can
be reviewed in Appendix 2-B. Table 1 details how many times each participant used the tool
and whether they participated in a group or an interview.
Theme 1: Structure is Crucial for Remote DoLS Assessments

This theme relates to how staff felt that the tool provided a structure to follow in
relation to assessing capacity and how vital this was in a time when they were doing remote
assessments in a pressurised context. Remote assessments were characterised as sub-optimal
and more time consuming, in part because of limited resources within hospitals and care

homes. Several participants outlined how they often had to get information quickly, “you
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only really have one shot at it on the phone so you need to, sort of, cover as much as you
possibly can” (Ruth). Most participants voiced concerns about the difficulty clients faced in
engaging with communication technology, which slowed their assessments down. Against
this, clients’ abilities to concentrate in an interaction were sometimes limited; “I've got about
3 minutes left here to get the questions that | need” (Eve).
Reducing the Complexity of Remote DoLS Assessments

This sub-theme encapsulates how all participants evaluated the tool as a useful
structure for remote assessments, which helped to reduce their complexity. Every participant
felt that remote assessments compared poorly to face-to-face interactions for their client
group. However, the tool helped to increase the perceived acceptability of assessments and
the benefits offered by the tool in preparing for an assessment were particularly emphasised.
Space to record care restrictions encouraged a focus on salient information:

“I think one of the lessons is that it's necessary to do quite a lot of preparation before

doing a remote assessment and quite often, erm, you know... it's easy to miss that out

if you're trying to do a lot of these assessments but clearly having a grasp of that

information before you start is very important.” (Grayson)
Moreover, a prompt in the document to list client problems was recognised as something new
and useful (see Appendix 2-C for an annotated version of the tool that reflects findings), “It’s
helpful at the start when it asks you to be clear about the main problems that people involved
in the person’s life think could put them at risk.” (Grayson). During assessments, four
participants said that the sequence, and types, of questions and prompts helped them to stay
on track during the assessment; In turn, they described how this facilitated a more efficient

use of time:
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“I think the way that it is sequenced is really good ‘cause once you get past the first...

11 questions you 've generally by then got a pretty good idea...of whether the person's

got capacity at that point.”” (Elizabeth)
Rich and Relevant Data

The majority of participants listed questions or prompts that they had found novel,
useful or illuminating. Two participants said that asking about physical health difficulties
was helpful in establishing the person’s understanding of their care needs, “Asking about
physical problems was helpful as it’s easy to focus on memory” (Grayson). Examples were
depicted as a useful scaffold that could be offered to clients:

“You've got prompts within it...like... “Are they in a care home”, ... “Do they think

they're in a hotel?” So I think those... they get you thinking on the right track.” (Z0oe,

“uhm, yes”). (Elizabeth)

Four participants highlighted the value of questions that related to more complex
thinking skills like problem-solving and insight that promoted a more nuanced understanding
of decision-making abilities:

“I quite like the question, “have they found difficulties solving problem or paying

attention”. So actually more than just saying do you have problems remembering

things ...actually giving somebody...you know...opportunity to talk about problem-
solving and concentration, | think that's useful.” (Grayson).

Some aspects of the tool were described as less helpful in obtaining relevant
information. Two participants recounted being confused about the section that explores
options available to the client. A suggestion was made that this could be improved by leaving
options blank or being clear that the number of options was not prescribed. More broadly,
some participants expressed confusion about how the tool was intended to be used in practice

and said it could be improved by highlighting that it is not, “a list you have to go through and
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complete” (Grayson). One participant suggested the tool could be enhanced by including a
question that prompts the client to summarise their understanding of the assessment
conversation.

Theme 2: Facilitating Effective Relationships

This theme reflects the complexity of working through others to undertake remote
assessments. It depicts the various ways in which the tool achieved good evidence through
effective joint-working and the evolving nature of these processes as participants reflexively
evaluated practice.

All participants outlined how remote assessments created more reliance on client
support systems at a time when services were experiencing unprecedented demands.
Participants described a range of emotions in response to this, including empathy for clients
and staff alongside frustration and, at times, a sense of powerlessness, “Remote assessments
make you “beholden to a member of staff.” (Eve)

Most participants highlighted dilemmas about how to get the best information without
over-burdening professionals on the frontline. There was some debate about how to use the
tool in this context, albeit most participants felt that sharing the tool for information was, or
would, be useful, “It's a good thing to share with.. | think it should be shared. I mean... it
has had a very good response” (Grayson). One participant said that the tool would be a good
guide for conversations with frontline workers about client circumstances, “It's a priority to
speak to a carer who knows the person.” (Elizabeth). Some participants identified that it was
useful for care staff to go through the questions verbally with clients before an assessment.
Moreover, one participant had shared the tool with an interpreter before an assessment, which
was depicted as being well received by the interpreter and facilitating a more effective

conversation with the client:
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“Yeah she (interpreter) said it was very helpful. It helped her to understand, you

know the purpose of the assessment because she'd come from interpreting other

things, not in a social care setting with somebody who may lack capacity. ” (Zoe)
Another participant suggested that remotely observing staff asking the client questions from
the tool would be useful, “...often they (frontline staff) are better placed, no... generally very
much better placed to communicate with the person than you are appearing on a phone or a
screen.” (Grayson).

Most participants expressed the view that it felt unacceptable to ask frontline staff to
complete the tool on their behalf, “I would say no, because it's a time issue” (Helen). Within
one focus group, however, this point was debated and participants’ perspectives evolved
through dialogue with each other:

“I think that (asking frontline staff to complete the tool) would be useful. (Jill)

At the moment | would be a bit concerned that it would be another task on the pile as

they are in the thick of it trying to manage COVID. ” (Elizabeth)

“I know what you mean about adding an extra task in...I suppose though if [ was

really struggling to be able to see the person, or ... I assessed someone where it was

Jjust gonna be way too distressing for them to see this complete stranger on a screen...
specific questions from the tools that really do link to them being able to assess their
functional capacity. | think might be useful. ” (Z & E, “yeah”, “yes”) (Jill).

Overall, participants’ processes for working with direct staff were portrayed as
evolving. Principles that guided these processes were those of respect for the work being
done by colleagues and the importance of working together.

Theme 3: Being Person-centred
This theme depicts participants’ exploration of how to remain client-oriented during

remote working and how this influenced their use of the capacity tool. Participants had
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reflected on assumptions and received wisdom to help adapt practice over time. Sending the
tool to frontline staff before assessments, as described in Facilitating Effective Relationships
was an example of this, as was their use of communication, “...now I'm not... I consider it's
not suitable to do a Skype call or a Zoom call with the person for all variety of reasons.”
(Jiln

Getting the Balance Right

Most participants construed the tool as a good balance between prescription and
flexibility, “The tool avoids being patronising whilst not assuming everyone has the same
knowledge.” (Grayson). Some participants reported having incorporated questions from the
tool into their crib sheet, half had drawn on language or examples in the tool and four had
used the tool in full, “I did exactly what Jill did, which was...changed it slightly according to
who | was speaking to (Zoe nods) and what was wrong with them as well." (Elizabeth). How
it was used varied depending on the clients’ needs and context. Tacit knowledge from
experience in the role was something participants described as drawing on to adapt the tool as
needed.

Most participants reported that the section of the tool exploring clients’ options was
too prescriptive. Participants felt this had practical relevance as it limited the scope to record
alternative choices that might be available. Further, one participant described how this
section illustrated an unhelpful use of power; “Who gets to write the menu of choices?”
(Grayson). Ideas put forward to amend this section by two participants included keeping a
table to record choices but leaving blank space for the professional and client to personalise
the options, “The tool could be enhanced by making space to record where the person wants

to go and what they want to do. Whether that can happen is a separate question.” (Grayson).
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Three participants spoke of the complexity of balancing clients’ physical health with
their right to liberty during the health crisis, recounting feelings of ambivalence about the
work:

“...especially at this time when everyone is so busy trying to keep everyone

safe...erm...that you do feel...I don’t know...not a nuisance because we have t0 do it

but you sort of think, they re trying to save lives here and we just want to ask a few
questions.” (Eve)
Using the tool flexibly in practice was interpreted as going someway to resolving these
dilemmas.
Language is Important

Participants described some words used in the tool, like “problem”, “mood” and
“personality” as too medicalised and oppressive, "I think probably some of the wording |
would I change because I...tend not to use particular phrases with people, so I wouldn't
necessarily use words like "personality™ (Jill). Moreover, all participants talked about the
challenges of protecting clients’ wellbeing during a process that is, by its nature, somewhat
concerned with deficits. These ideas were illustrated through constructive criticism of
language used in the tool:

“...you've got “Have you noticed any changes to your mood or relationships?”

(Elizabeth nods), I would tend to... I might want to ask, “Is there anything that makes

you cross here”. (Jill)

“I would agree with that 'cause, with some people, particularly that don't have

insight, you can scupper your whole assessment if you say the wrong thing or if you're

too formal. ” (Elizabeth)

Perspectives varied about the general tone of the assessment, “The language was soft

and chatty” (Eve); “the tool read as a bit cold-blooded.” (Ruth). Following a review of the
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transcripts, language used in prompts and examples was generally evaluated more favourably
than the questions that preceded them. Only one participant discussed the guidance that
accompanied the capacity tool. The document was described as important but criticised as
using too much legal language, “...it could adapted to more user-friendly language and be
incorporated into the interview.” (Grayson).
Theme 4: Bridging the Gap Between Training and Practice
On a micro level, this theme reflects how participants believed that DoLS assessors
would benefit from the tool, regardless of experience, as there is no formal training on
undertaking remote assessments to date. More broadly, participants reported that the tool
could support anyone undertaking capacity assessments to translate legal principles into
practice, whether in the context of remote or face-to-face assessments.
Building Resilience Within and Across Services
This sub-theme captures ideas of how the tool could build resilience in systems
through increased efficiency, consistency and professional self-efficacy. In addition to
providing structure, participants outlined how the tool could create greater consistency
between DoLS assessors, “You know, a section 12 doctor (MHA) might say if this person
hasn’t got capacity or has got capacity and you think it’s the other way around.” (Ruth)
Some participants described how the tool could be used by frontline care home or
hospital staff prior to DoLS applications to the benefit of local authorities and clients:
“I actually think it would be useful for Managing Authorities (care homes and
hospitals) to use it. We would have better informed applications and some
applications may actually turn out not to be necessary at all. ” (Jill, “yeah ”;
Elizabeth, “yes”). (Zoe)
Moreover, most participants described how the tool could support frontline staff in making

the transition to the Liberty Protection Safeguards (LPS) that will replace the DoLS in 2022:
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“I think, you know, given that LPS will be coming in...it’s the sort of tool that could
be very helpful, because they will be either doing it, or maybe commissioning other
people...but, yeah, I could see this really having a lot of use going forward
(Elizabeth; “yeah”) in the new era, yeah.” (Zoe)

“I mean, 1 would absolutely second that Zoe in terms of helping skill-up Managing

Authorities.” (Jill)

More generally, the tool was cited by every participant as being something that could
improve the confidence of social workers, doctors and allied health professionals that are
involved in care or treatment decisions:

“Because initially you know you have the training and it says “can the person

understand the information” and you, sort of like, when you actually get out there in

the person’s house with, you know, the dogs running around and everything else
that's going on I think at the beginning you are thinking “what information...actually,
what information do they need to understand?” (Jill, “yeah”). (Elizabeth)

The perception of most participants was that capacity assessments are experienced as
mystical and frightening by less experienced colleagues and that the tool could help
overcome this by translating abstract ideas into a practical guide, "If they aren’t a BIA doing
it all the time... they might appreciate that structure and find it less daunting." (Alisha).
Implementation May Require Support

Five participants voiced concerns that the training for colleagues, particularly in care
homes, was typically infrequent and inadequate. As such, a thoughtful approach to the
dissemination of the tool, tailored to the needs of professional groups, was communicated.
Ideas for how this could be achieved included the use of more experienced colleagues as
mentors or using online software applications to record and demonstrate how the tool could

be used in practice.
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Discussion

The aim of this study was to establish the feasibility of using a capacity assessment
tool for remote DoLS assessments in the context of a health pandemic. To establish
feasibility, the research was interested in the extent to which the tool was perceived by
participants as: Acceptable and practical; having utility and being implementable in practice.
Four overarching themes were developed during the analysis that provided the best fit with
the data and the most utility in addressing the research question.

The tool was well received and there was a consensus view that the tool was useful
for all clients. Positioning this finding in context is important (Bhaskar, 2016). In line with
the extant literature, there was a bias in favour of face-to-face assessments in a context where
there was a perception of limited resources to support cognitively impaired clients to access
and engage with technology (Loh et. al., 2004). Brooks et. al. (2013) state that remote
assessments should be tailored to the needs of the population. Whilst some authors have
judged that remote interactions might not be appropriate for every client there is some
evidence that well-structured and tailored assessments can be acceptable to cognitively
impaired clients and their families (Loh et. al., 2004; Luxton et. al., 2014; Morgan et. al.,
2009). The findings of this study lends some support for this position as participants found
that the tool provided a flexible structure for remote assessments that improved the quality of
the data obtained.

Beyond remote working, all participants felt that that the tool would be acceptable to
DoLS Mental Health Assessors as well as inexperienced professionals across services,
regardless of context. Taken together, participants’ perspectives about why the tool was
acceptable in practice converge with decades of evidence that perceived control over our
work and organisational support can ameliorate the impact of demanding workloads

(Karasek, 1979; Landsbergis, 1988; Wilberforce et al., 2014).
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Aspects of the tool that were experienced as less acceptable related to some of the
language used. For examples, words like problem and personality were frequently judged to
be too medicalised or potentially provocative or demeaning of clients. Further a section
within the tool that explores clients’ options, perceived by most participants to be too
prescriptive. Capacity work has been described as embedded in relationships of power
(Series, 2015) (p.81). Participants’ criticisms can be interpreted as, in part, a judgement that
power had been used unhelpfully by leaving too little room for client perspectives (Banner,
2012). Nevertheless, judgements in case law have cautioned against too loose a framework
for assessments that might result in clients being insufficiently informed of their options
(Keene et al., 2019).

The majority of participants felt the tool could be enhanced by explicitly
acknowledging the interpersonal competencies required for assessments. This is consistent
with the findings of Rogers and Bright (2019) where participants emphasised the importance
of positive relationships with clients. This perspective also echoes ideas emerging from
theories of relational autonomy. (Committee on the rights of persons with disabilities, 2014;
Series, 2015). This paradigm challenges the medical and legal concepts of capacity as an
objective phenomenon (Banner, 2012). Instead, capacity is reconceptualised as something
that is shaped by relational dynamics and subjective professional judgements (Banner, 2012;
Series, 2015). Nevertheless, balancing relationships and client wellbeing with a requirement
to achieve best evidence can be complex. Moreover, legal commentators and some recent
studies indicate that alternative perspectives can be over-emphasised and that a properly
implemented legal definition provides scope to uphold client rights (Clerk, Schaub, Hancock,
& Martin, 2018; Ruck Keene, 2017).

Participants were able to draw on a rich landscape of experience and tacit knowledge

to “weave” the tool into their practice (Sayegh et al., 2004). Practical applications of the tool
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described by participants often involved other practitioners. Sharing the tool before
assessments, for instance, was experienced as instrumental in gathering information and in
building relationships. This finding is encouraging as interprofessional collaboration in
pressurised contexts has been shown to facilitate improved clinical judgement and better
client outcomes (Piquette, Reeves, & Leblanc, 2009; Reeves, Pelone, Harrison, Goldman, &
Zwarenstein, 2017; Wheelan, Burchill, & Tilin, 2003).

Counter to expectation, most participants felt it was too much to ask staff to complete
the tool on their behalf. In reaching this decision, principles of respect for colleagues’
circumstances were foregrounded. This conclusion was also informed by perspectives on the
skills of frontline staff who were perceived by several participants as having stronger verbal
skills that written abilities. Moreover, experiences of professional dissonance appeared
relevant to this finding as participants endeavoured to balance patient health, colleagues’
stress and obligations to promote clients’ right to liberty (Donnelly, 2009).

Participants described several ways in which the tool enhanced the quality of their
assessments. The tool was praised for encouraging preparation, which reflects
recommendations in national guidance (National Institute for Health and Care Excellence,
2018). There were, however, several descriptions of how this can be inherently challenging
for independent professionals in the current climate; reflecting findings in the literature
(Jayes et al., 2019). Furthermore, some questions were depicted as addressing areas of
cognition and function that were not typically explored. This included client insight into
difficulties. This is significant as guidance suggests this should be considered but, to date,
there has been limited practical guidance of how to achieve this (British Psychological
Society, 2018b; George & Gilbert, 2018; National Institute for Health and Care Excellence,

2018).
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Moreover, participants felt that the tool could “set standards” and create greater
consistency between DoLS assessors. Consistency was depicted as an inevitable result of
greater clarity about relevant evidence, thereby reducing the scope for professional bias to
influence judgements (Banner, 2012; Clerk et al., 2018). Nevertheless, procedural guides are
likely to be insufficient without other processes, like effective supervision, that can
encourage professionals to reflect on personal values and assumptions that they might bring
to bear on assessments (Rogers & Bright, 2019; Alex Ruck Keene, 2017). Participants
described how, with relevant revisions, the tool could improve the confidence of
professionals by helping them to translate the legal framework into practice. There is
compelling evidence to suggest this is needed in practice, with findings indicating that
traditional training can improve knowledge but not necessarily application (Hinsliff-Smith et
al., 2017; Jenkins, Webster, Smythe, & Cowdell, 2020; Samsi, Manthorpe, Nagendran, &
Heath, 2012).

The new Liberty Protection Safeguards will require frontline services, in many
instances, to assess clients’ capacity to consent to restrictive care regimes as part of an
internal process (Mental Capacity (Amendment) Act, 2019). Participants highlighted how
future research should examine the value of the capacity tool for frontline staff preparing for
the LPS.

Implications for Clinical Psychology

As scientist-practitioners, clinical psychologists are uniquely placed to support
complex capacity assessing both in terms of applied research and clinical support (British
Psychological Society, 2018a, 2018b). Within the profession there are practitioners who are
knowledgeable about complex presentations and how difficulties, such as reduced insight,
can complicate decision-making. This was an aspect of the tool that was valued, and, in line

with guidance in the MCA Code of Practice, as a profession we should examine how we can
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make this knowledge more available to colleagues through consultation, training or informal
multi-disciplinary support. Alongside this, Clinical Psychologists are trained to a high level
in psychological formulation and therapeutic techniques. There would be utility in
considering how these skills might help colleagues explore the various factors that might
influence client decision-making (Brown & Marchant, 2013; Case, 2016).

Offering clinical supervision to colleagues could provide an important space to reflect
on how best to support client wellbeing during remote assessments (Craigie, Freyenhagen, &
O'Shea, 2013). For example, this study highlighted the importance of adhering to ethical
principles such as confidentiality in circumstances where privacy can be difficult to ensure
(Luxton et. al., 2010; Luxton et. al., 2012). Moreover, protecting client wellbeing during
remote assessments might require detailed consideration of risk and the recruitment, for
example, of local collaborators who can assist with onsite support (American Telemedicine
Association, 2009; Gros et. al., 2011).

Whilst services continue to grapple with the impact of the COVID-19 outbreak
clinical psychologists could also offer valuable psychological support to staff undertaking
assessments in the face of innumerable challenges.

Strengths and Limitations of the Study

This study was timely, it took account of the opinions of stakeholders in the design
and offered flexibility to participants in how data was collected. The development of
participants’ opinions during the focus groups is considered a strength of the research.
Collecting data through focus groups and interviews highlighted how the process of forming
views and deciding future actions was dynamic and evolving. Exchanging views and ideas
during data collection facilitated a richer understanding of how the tool could be used in
context for both the participants and the researcher (Frey & Fontana, 1993; Morgan &

Bottorff, 2010).
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It was not possible to recruit DoLS Mental Health Assessors in the timeframe
available and the majority of the Best Interests Assessors who did participate were
independent professionals. Moreover, the sample represented the minimum necessary for the
research. Furthermore, whilst experts-by-experience were consulted on the questions put to
participants in the groups and interviews they were not included in decisions about
methodology or analysis and were not included as participants. Nevertheless, the researcher
is appreciative of the thoughtful and considered views expressed by participants and the
analysis yielded useful and important findings for practice.

Recommendations and Future Research

Revisions to the tool put forward in this study should be given due consideration
before additional research is undertaken (see Appendix 2-C). Findings indicate it is feasible
to undertake additional research on the tool and a pilot design would be considered
appropriate. Additional supplementary guidance around undertaking assessments remotely
might also be useful for future research. This could include considerations around privacy,
confidentiality and ensuring client wellbeing. Additional research could be undertaken with
frontline staff in care homes and hospitals. For instance, these findings indicate that frontline
workers and clients may benefit from a similarly structured capacity tool that is relevant to
decisions in their settings regardless of whether they are being undertaken face-to-face or
remotely. Further, results in this study suggest that professional training for health
professionals and social workers may not adequately equip them to undertake capacity
assessments in real-world settings. The development and implementation of relevant
structured capacity tools for these professional groups would, therefore, also have potential

value.
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Conclusion
The tool was used and valued by most participants and they all judged that it had

potential utility for DoLS assessors and colleagues in other settings. The structure, sequence,
questions, examples and prompts were praised, which indicated that all participants found it
feasible in practice. Suggestions of possible amendments and ideas for future research were
provided that are reflected in the recommendations section. Ultimately, this feasibility study
showed that with some amendments the tool will be useful for assessing capacity in remote
contexts for DoLS assessors. The qualitative design generated a richer understanding of the
evolving nature of remote capacity assessment work and the contribution brought by a new

resource than might otherwise have been possible using quantitative methods.
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Table 1

Participant Demographic Information

Participant No. of times the person used the tool with their Data collection method
assessment ?

Jill 2 Focus Group
Elizabeth 3 Focus Group
Zoe 3 Focus Group
Ruth 1 Focus Group
Alisha 4 Focus Group
Eve 3 Focus Group
Grayson 2 Individual interview
Helen 3 Individual interview

@ Use of the tool was counted when the person either used the tool in full or in part, for example by including some questions from the tool in the
assessment
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Table 2

Themes and Sub-themes

Themes and sub-themes

1 Structure is crucial for Remote DoLS assessments

1.1 Reducing the complexity of remote DOLS assessments 1.2 Obtaining rich and relevant data

2 Facilitating effective relationships

3 Being person-centred

3.1 Getting the balance right 3.2 Language is important

4 Bridging the gap between training and practice

4.1 Building resilience within and across services 4.2 Implementation may require support
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Table 3

Data Extract and Corresponding Initial Codes

Data extract Early descriptive codes

Yeah, I found it quite helpful actually, erm... to have that sort of structure even Tool as a helpful structure “in a bit of a weird time”
though, you know, we may have lots of experience, | think doing it remotely is another Remote assessments require a different approach
situation altogether...erm...and ... Tool as a way to scrutinise personal practice

| found it a very useful...tool and check you know for myself but also in terms of Tool as a guide for conversations with direct care staff
talking with staff who know the person...erm... Tool as a way to understand client context during contact
to gauge their sort of, you know, uh, get a better picture of the situation. So yeah, it restrictions

offered me some structure in a bit of a weird time | think.

Yeah, | would agree with that. It did, it offered some Tools as a helpful structure

structure. I have my own sort of crib sheets at...and it Practice as usual

was very.. it was...but mine are generally just single

words. So while you re there (face-to-face) it's easier to

expand on those...on the word that just reminds us. But Remote assessments make it more difficult to focus
when you're on the phone it's...it's...1 think it's more

difficult to focus.
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Table 4

Development of a candidate theme from descriptive codes

Descriptive codes Emerging themes
Tool as a helpful structure “in a bit of a weird time” The structure reduced some of the complexity of
The tool provided a focused guide undertaking remote assessments

Remote assessments need more structure

Tool “helps to keep you on track” during remote assessments

It has got a real value in getting people to think about the areas that they need to
consider

Prompts elicited useful information

Tool provided useful pointers

Remote assessments can be chaotic, which makes it's hard to focus
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Table 5

Development of Final Themes

Codes Sub-theme Final theme
Remote assessments can be chaotic, which makes it hard to focus 1.1 Reducing the complexity =~ Theme 1: Structure is crucial for
Grappling with technology to do an assessment is hard of remote DOLS assessments Remote DoLS assessments

Remote assessments during the pandemic are pressurised

Getting what information you can within a window of client tolerance
Some clients have limited concentration

You often only get "one shot"

Remote assessments need more structure

Preparation is particularly important when you're under pressure

The questions in the tool are a useful reminder of what’s needed

It has got a real value in getting people to think about the areas that
they need to consider

Examples in the tool remind you of what to ask about

The tool breaks a complex process down and makes clear what
evidence is needed

The tool provided a focused guide

Tool “helps to keep you on track™ during remote assessments

Tool provided useful pointers

Using the tool provided a reference point

Incorporating the tool into practice elicited the most useful information
in the shortest amount of time

Tool as a helpful structure “in a bit of a weird time”

It’s useful to summarise care /treatment plans in such a way the person
can understand them

Being clear about problems is helpful as often professional mindset is
configured towards needs

Being clear about problems is a key thing for clients to understand
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Codes Sub-theme Final theme

It was helpful to write the risks down
Writing down the risks gets you to focus
Writing down restrictions reminds you to talk to the client about them

Asking if the client believes the concerns of others is important as it 1.2. Obtaining rich and
can be key to whether the person understands the decision relevant data
Do they think they need this help is a good question

Asking about physical problems was helpful as it’s easy to focus on

memory

Asking about executive functions is helpful

Prompts elicited useful information

Add a question asking the client to summarise the discussion

Options were confusing

Unclear if the whole tool has to be completed

Using the tool interpreted as using it formally

Be more explicit that this is not “a list you have to go through and

complete”

Remote assessments take longer because you are reliant on others Theme 2: Facilitating effective
Nurses’ ability to help is limited during pandemic restrictions relationships

Managing Authorities have inadequate resources to facilitate remote

assessments

Managing Authorities have insufficient resources to fill in more

paperwork

Asking Managing Authorities to complete the tool is "a bit much”
Asking Managing Authorities to complete parts the tool could be
useful in some circumstances

In an ideal world the client and care professional would be familiar
with the tool before the assessment
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Codes Sub-theme Final theme

Carers going through questions with the client before assessment
Warming the context

Care homes were receptive to seeing questions beforehand

Tool as a guide for conversations with direct care staff

Tool perceived as useful by a professional involved in the assessment
Co-production as best practice

Observing the care worker asking the questions can be better for the
client

“It’s about sharing the power”

Remote assessments make you “beholden to a member of staff”
Joint working is better for the client

The tool could help dispel myths about decision-makers being “do-
gooders just letting the person put themselves in harm’s way”™"

Able to draw on background knowledge to adapt questions, examples  3.1: Getting the balance right  Theme 3: Being person-centred
and options

Tool provides questions that can be woven into an assessment
Weaving questions into existing practice

“I have used it as my own crib sheet”

“It’s a good document to dip in and out of”

Using some of the wording from questions

The tool avoids being patronising whilst not assuming everyone has
the same knowledge

Useful to use the whole tool where necessary

It's challenging to balance client's right to life with their right to liberty
in this context

DOLS deprioritised by hospital staff during the pandemic

The options section reads like a closed list that someone else has
imposed
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Codes Sub-theme Final theme

It's important to use power appropriately
Who gets to write the menu of choices?

The language is a “bit cold-blooded” 3.2: Language is important
Saying the wrong thing can scupper an assessment

Adapt the guidance using more user-friendly language and incorporate
it into the tool

The language was soft and chatty

Appropriateness of language in the tool “personality”

Theoretical orientation of some language not acceptable

The word problems needs to be softened

Using language unacceptable to clients is oppressive

Needs more everyday language

Adapt the guidance to more user-friendly language and incorporate
into the interview

Using the wording from questions
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Codes Sub-theme Final theme
The tool can be implemented with experienced DOLS assessors inthe  4.1: Building resilience Theme 4: Bridging the gap between
context of remote working within and across services training and practice

Tool would be useful for DOLS Mental Health Assessors

The tool could work remotely or face-to-face

Using it face to face might be better for less experienced decision-
makers

Tool can improve understanding of what’s needed

Tool as a way to scrutinise personal practice

Managing Authorities would provide DOLS assessors with better
informed applications if they used the tool

The tool could improve the quality of assessments undertaken by
general social workers

The tool would help identify people who have capacity and avoid
putting them through an unnecessary assessment

Training doesn't always prepare you for the reality of doing
assessments

“The tool could set standards”

The tool could provide utility over time as remote assessments are
likely to be required in the future

Tool as filling a gap between training and practice

Care homes often interpret restrictions as being about physical restraint
Information about capacity on DOLS applications can be minimal
Managing Authorities would be more likely to make accurate capacity
judgements if they used the tool

The tool could create consistency through shared meaning
Inconsistent approaches to assessments affects professional
relationships

The tool could provide a scaffold for care providers when LPS is
introduced
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Codes Sub-theme Final theme

The tool could guide Managing Authorities

Helpful for students or new BIAs

The tool would be useful for inexperienced assessors

Tool would be useful for newly qualified staff or people “who have
been out of the job for a while”

The tool could help equip care homes to undertake complex
assessments under LPS

Tool as useful for allied health professionals

Managing Authorities have had insufficient capacity training 4.2: Implementation may
Managing Authorities will need support doing assessments require support

Use technology to demonstrate the tool

Managing Authorities need more knowledge about DOLS

Capacity assessments are perceived as mysterious

Capacity assessments can be frightening when you’re not used to doing

them
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CONSORT Checkilist

-

Appendix 2-A

CONSORT 2010 checklist of information to include when reporting a pilot or feasibility trial*

Ite Reported
m on page
Section/Topic No | Checklist item No
Title and abstract
la | Identification as a pilot or feasibility randomised trial in the title 2-1
1b | Structured summary of pilot trial design, methods, results, and conclusions (for specific guidance see 2-2
CONSORT abstract extension for pilot trials)
Introduction
Background and 2a | Scientific background and explanation of rationale for future definitive trial, and reasons for randomised | 2-3 — 2-7
objectives pilot trial
2b | Specific objectives or research questions 2-8
Methods
Trial design 3a | Description of pilot trial design (such as parallel, factorial) including allocation ratio NA
3b | Important changes to methods after pilot trial commencement (such as eligibility criteria), with reasons NA
Participants 4a | Eligibility criteria for participants 2-10
4b | Settings and locations where the data were collected 2-10-2-11
4c | How participants were identified and consented 2-11-2-12
Interventions 5 | The interventions for each group with sufficient details to allow replication, including how and when they | 2-12 — 2-13
were actually administered
Outcomes 6a | Completely defined prespecified assessments or measurements to address each pilot trial objective NA
specified in 2b, including how and when they were assessed
6b | Any changes to pilot trial assessments or measurements after the pilot trial commenced, with reasons NA
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6¢c | If applicable, prespecified criteria used to judge whether, or how, to proceed with future definitive trial 2-8
Sample size 7a | Rationale for numbers in the pilot/feasibility study 2-10
7b | When applicable, explanation of any interim analyses and stopping guidelines NA
Randomisation:
Sequence 8a | Method used to generate the random allocation sequence NA
generation 8b | Type of randomisation(s); details of any restriction (such as blocking and block size) NA
Allocation 9 | Mechanism used to implement the random allocation sequence (such as sequentially numbered NA
concealment containers), describing any steps taken to conceal the sequence until interventions were assigned
mechanism
Implementation 10 | Who generated the random allocation sequence, who enrolled participants, and who assigned NA
participants to interventions
Blinding 11a | If done, who was blinded after assignment to interventions (for example, participants, care providers, NA
those assessing outcomes) and how
11b | If relevant, description of the similarity of interventions NA
Statistical 12 | Methods used to address each pilot trial objective whether qualitative or quantitative NA
methods
Results
Participant flow 13a | For each group, the numbers of participants who were approached and/or assessed for eligibility,
(a diagram is randomly assigned, received intended treatment, and were assessed for each objective
strongly 13b | For each group, losses and exclusions after randomisation, together with reasons
recommended)
Recruitment 14a | Dates defining the periods of recruitment and follow-up 2-11
14b | Why the pilot trial ended or was stopped NA
Baseline data 15 | A table showing baseline demographic and clinical characteristics for each group NA
Numbers 16 | For each objective, number of participants (denominator) included in each analysis. If relevant, these NA
analysed numbers should be by randomised group
Outcomes and 17 | For each objective, results including expressions of uncertainty (such as 95% confidence interval) for NA
estimation any estimates. If relevant, these results should be by randomised group
Ancillary 18 | Results of any other analyses performed that could be used to inform the future definitive trial 2-14 — 2-23

analyses
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Harms 19 | Allimportant harms or unintended effects in each group (for specific guidance see CONSORT for harms) NA
19a | If relevant, other important unintended consequences NA
Discussion
Limitations 20 | Trial limitations, addressing sources of potential bias and remaining uncertainty about feasibility 2-27
Generalisability 21 | Generalisability of pilot trial methods and findings to future definitive trial and other studies NA
Interpretation 22 | Interpretation consistent with trial objectives and findings, balancing potential benefits and harms, and 2-28
considering other relevant evidence
22a | Implications for progression to future definitive trial, including any proposed amendments 2-28
Other information
Registration 23 | Registration number for pilot trial and name of trial registry NA
Protocol 24 | Where the trial protocol can be accessed, if available 4-38
Funding 25 | Sources of funding and other support (such as supply of drugs), role of funders 4-2
26 | Ethical approval or approval by research review committee, confirmed with reference number 4-106

Citation: Eldridge SM, Chan CL, Campbell MJ, Bond CM, Hopewell S, Thabane L, et al. CONSORT 2010 statement: extension to randomised pilot and feasibility trials.
BMJ. 2016;355.

*We strongly recommend reading this statement in conjunction with the CONSORT 2010, extension to randomised pilot and feasibility trials, Explanation and Elaboration
for important clarifications on all the items. If relevant, we also recommend reading CONSORT extensions for cluster randomised trials, non-inferiority and equivalence
trials, non-pharmacological treatments, herbal interventions, and pragmatic trials. Additional extensions are forthcoming: for those and for up to date references relevant to
this checklist, see www.consort-statement.org.
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Appendix 2-B

Additional Supporting Quotes

Theme 1: Structure is crucial for remote DoLS assessments

“you spend your first 10 minutes saying...you know... "can you hear me? can you hear
me? ”... can you see me, hello?” (general laughter and nods) and in the end...by
the time they say yes, you ve forgot what you, what you re doing, why you 're
there...so I think from that from that point of view it's been...it keeps you on track
(Zoe “yeah’’)” (Elizabeth)

“I think doing it remotely is another situation” (Z0e).

“When you're on the phone, it's...I think it's more difficult to focus” (Elizabeth)

“I found once | switch to remote assessments | needed to have a list of actual questions ...it

was my way of explaining why this is going to take longer than just two
minutes erm..and also to explain why I didn't want them to just sort of plonk a
screen in front of somebody ” (Jill)

“This whole remote way of working and technology has been a bit of an eye opener for
me...erm... and I think when you 're under so much pressure to do DOLS
assessments anyway like they always want them yesterday, then to have to grapple

with technology and how best to try to talk to the person..erm...has been really hard
S0 for me” (Eve).

“I don’t know why I feel there is a difference because there shouldn’t be because an
Assessment is an assessment. [ suppose...old people that you...they re not used to
things like video calls so they ’re seeing you on a screen, which they wouldn’t

normally do...seeing you and seeing themselves” (Alisha).
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“...because I have started to ask that more now and I don't know if I did before ...erm...
because if they believe you and if they can take that on board ...then you may be
actually closer to having capacity...it's often about insight, isn't it” (Helen)

“I found it quite helpful actually, to have that sort of structure in a bit of a weird
time.” (Z0e)

“I think those of us who have been assessing capacity for donkeys years have, sort of our
own ways of doing it, but...like we were saying, doing things ..doing it over the
phone, it's been really helpful for that.” (Elizabeth)

“It did give me a lot of pointers in...erm...when we re doing remote assessments,

Pointers for, sort of, questions to ask that you probably take a bit more for granted
When you 're sat with someone in conversation” (EVe)

"It comes back to that word structural framework really” (Zoe)

“So yeah, it just offered me some structure I think. Even though, you know, we
may have lots of experience, | think doing it remotely is another situation
altogether” (Elizabeth)

“It’s a fine line between getting what you need and not during remote assessments”’

(Elizabeth)
“...what I would do to sort of just... for me to test out their understanding and their
retention as we 're going through I would be saying, “oh, just so that just so I
know that you 've understood what we've been talking about. Could you maybe
Jjust put some of that into your own words?” So for instance, I did one the other day
and then I asked them at the end “what have we been talking about?” and she said,
“old jobs and my housework”...So that was her perception of the conversation”
(Helen)

“Stopping when needed — absolutely because otherwise it actually starts to feel a bit
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oppressive, because sometimes you can get what you need very, very quickly”
(Helen)

“You’ll be asking, you know, “Well who lives at home?” ... “well...mum and dad live at
home”..so you 're picking all that up, which gives you a really clear indication that
there’s no point then in going on to talk in-depth about .. ’if you were to go home
with a care package” (Elizabeth)

“The other problem is the shortage of iPads and laptops...so because...you know they're
using them a lot to try to keep families in touch with people so social workers and

doctors have to fit in the time slot when the equipment is actually available.”

(Grayson).
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Theme 2: Facilitating effective relationships

“I was sending questions to the care home first anyway...it was my way of...sort of
explaining why this is going to take longer than just two minutes...also to
explain why | didn't want them to just sort of plonk a screen in front of
somebody...so they knew we were going to go through a list of things” (Jill)

“In many situations it is much more appropriate that the person alongside the client is the
one who asked the questions ‘cos very often people with dementia, erm...can't
make any sense of phones and iPads and faces appearing on screens” (Grayson)

“I was sending questions to the care home first anyway ... it was my way of explaining
why this is going to take longer than just two minutes...also to explain why |
didn't want them to just sort of plonk a screen in front of somebody...so they

knew we were going to go through a list of things™ (Jill)

“The reality of it tends to be that I will ask my questions, the person won't respond, then
the carer who's heard my question will repeat it or rephrase it for the person
then the person will respond to the person who is actually in the room.” (Eve).

“The social worker or the doctor asks the questions because they're the ones with the
Power and expertise and carers have traditionally been very low status, despite
the fact they're doing very difficult jobs, which is why this whole thing with
COVID has been so good, because it has actually made people realise how
skillful hands on carers actually are. So I think it would be a sign of respect to
send a copy of this to the person who's gonna be with the person so they know

what’s going on.” (Grayson)
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Theme 3: Being person-centred

"I think probably some of the wording I would change because I...tend not to use
particular phrases with people, so I wouldn't necessarily use words like
"personality"™ (Jill)

"You could rephrase problems as, “do you need help with anything” or, “do you have any
issues?"” (Helen)

“I did borrow some of your lovely wording Emma, from the questions” (Jill)

Theme 4: Bridging the gap between training and practice

“Without structure, information recorded can be irrelevant. Some stuff like, “they didn’t
know who the Prime Minister was” well...that’s irrelevant isn’t it...it’s too
generalised, it’s not specific enough...you have to make it more specific and [
think people don’t normally do that so I would be happy to say to my managers,
“I’'m happy to go through this with staff as a good guide for your assessments...so
I'm going to rob it for them!” (Alisha)

“I actually think it would be useful for Managing Authorities to use it...we would have
better informed applications but some applications may actually turn out not tobe

necessary at all (J “yeah” — E nods).” (Zoe)

“So, but it would be good for them (Managing Authorities) to maybe get a checklist based
on this tool. That wouldn't be the assessment...It would be a checklist which
would then inform their assessment. So... " for your assessment...have you
considered these areas” so very similar to what you've done really.” (Helen)

"People are fearful of capacity assessments when you re not used to doing them (Ruth &
Eve “yeah”; “um”)...So I really think this would be beneficial to have this as a

good guide.” (Alisha)
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"I think general social workers might do better assessments because they will be definitely
covering the things that need to be asked. Sometimes we have to look at
previous assessments, say if they have been placed in a care home, I'll read the
capacity assessment and it’s all about... well... the person didn’t know how old

they were or...well that can be relevant at times but some stuff like “they didn’t
know who the Prime Minister was” well...that’s irrelevant isn’t it...it’s too

generalised” (Alisha)
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Appendix 2-C

Capacity Tool Annotated in line with Findings

Name and job fitle of staff member| " e chacs far baskth st cors

i ions where a capacity assessment
is being done remotely as a resnlt of specific measnres in place to protect the perzon /patient.
Please use this flexibly as befits your circumstances. For instance, you might decide to ask the
care providers io complets it with the person face-to-face if this s feasible. Atwhich point, it conld
e used as the basis for a conversation about the evidence they have gathered. Altermatively, you
may want to wse it to guide your discussion with the care provider, tdcking each guest
discuss them.
based on evidence gathered nsing all practicable steps available.

Eemote azsessment checldist

This checklist can be completed by someons who knows the perserat
where the person responsible for the capaciy asseszment (e g ﬂEDm’IﬂmnfLibﬂt}'
Aszsessor) is dong a remote assessment as part of a DolS anthorsation apphcation.

If you are a staff member completing it for a DolLS assessor, try to get the best information
vou can, whilst enhancing the persom’s capacity, and share what you find with the Dol5
as325500. Wou can use the notes colamn o record what the person/patient said and coofimes on
an addrtional sheet if necessany.

How did vom enhance the person’s capacity before and during the capacify asseszment?

imwolved m the person’s life think the person‘patient has that could put himvber at nsk if he'she
left the hospital or care hame.

{Examples of issues to thick about Fetting in and out of bed, washing and dressing, going to the
commumity mobility and Tansport — e g getting to shops and appointments, road safety

Page LolE
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IRAS ITaTLA w.24 LILCA ST

awarensss, wilnerabilty, sk to self and others — ez, anger manazement problems ar
challenging behaiour)

Questions to explore with fhe person | Yes |No | Not | Notes (e.g. what the

| patient sare | persom said or
ohservations of
behavionr) — contimme
om another page if

—, | Tequired
1 Dhoes the person kmew where they are
and what type of place they are m” Tromgt snd suasples are
really bl plal

(Gae options §f necestary, &g, 5 I a

e home. o hospital, or a Ros? -

FProvide the anower [ the person is

meorTect]

2 Dhoes the person knew why they are
there? (MWote responss)

(I necessary, provide the aeneer fbr
tharm. |

3 Has the person noticed amy physical
pmblms;heymgmhahwmg“ (Mota

(Prompr a5 neaded” e.g. any problems
with legziwvalldme, armi,  wision,
washing and dressing, gomg fo the
toilet, eating and drinking?)

Pagm Xl B
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IR T L w0 1 e Bl
(uestions fo explore with the person '?L’ iy
| patient
4 | Have they noticed any changes to their [ po e o

menry, their atention ar their
problem-sobving skills? (Mo
TBSPOOEES)

have B 1add chein
mlFﬂ_hh*“j
[

Lh

Have they noticed any changzes to their
mnad, personality or their
relationships with otber people? (Moie
TBSTHIEET)

i (o throogh the problems you've listed |
at the top of this checklist with the .
parson, explaining that thess are things .#:'_"':.":::,__
thie staff  their fanvily have noticed it cam e ks i the paTn
undreanding isformatian
Dhoes the person think they are having =
problems with these thing=? (Mate =
TBSPOOEES)
7 If the person azrees that they are
having soms problems:
Droes the person think these problems
would affect them if they left baspital
of the care home oow? How?
m—

Dreseribe the treatment and care plan ta
the person

f.g. halp with washing and drestine /
Eoing fo the wile, physictharapy &
Tl thvem walk, OT fo help tham
relpern kichen fasks efc)

'l i D i il 5 e i . =
dik =

[

P 5ol B
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IFAS: TET LA w.ad

L ST

Do they think they need this help? J/l_j\
Sk lan g o e ol

wummmmﬂ

Descmibe to the person the resirictions
you will use to provide meaiment
amid/or Care or to besp them safe

fo.g locked door, supervision from

sigll being escoried when laaving the

Vi Feomg, Ao Co@ss 1o thedr
fication)

Do they think they pe=d these
restrictions?  If met, why nod?

Notes

10

Dipes the person think that they would
need hislpdcare/support if they left the
care home'hospital mow?

(What would they need help with, how
often, for how lome and who weoald

11

Dipes the person think that there wrould
b2 any problems if they were to leave
anid bive withiout suppart at this
mment?

Share the options below with the person. If there are more than thoes you can add them to the
bottom of the fable. Ask them about the reasons to say yes / good things about each opiion and
the reasens to sy oo/ problams (1isks of each opiion

PundalB
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Qmestions to explore with the persom / Yes | Mo Mot | Motes (e.z. what the
patient sure | persom said or
observations of
behavionr]) — continoe
on anofher page if
required
12 Which of the opiions disoossed with the
person would be their choice™ - - -
Why?
—-._-“l
™\

13

Dige=s the person think that thesr choice
woald affect anyvone else?

If so, whom? Hosr would it affect them™
(e g. thome egeced fo provide the care)

14

When you tell the person that you think
they would be at nisk leanring hospital’ the
care home nowr due to (the problems yow
listed), do they believe you?

If not. wihny nod?

Thank yer for your kelp i you have completed this on bekalf of the Dol % avsevsor

Page Bof B
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Appendix 2-D

Research Dissemination Strategy

-Impact and Communications Strategy (ESRC tool) for:]

T
Usingran avsessment tool o snpperd capaecily avsessments pnderiocken remately in the:
comfeeiafa global health crivive A Feavibdility siadp®
T
T

Opportunides for making an impace my arise az any sage during or afier your research
project. ltis important that you have a strategy in place so that you @n increase the
charces of such opparunides occurring 2nd are able 1o ke advantge of them when they
da. This is meant to be 2 living doocument and we recommend revistng it az least once a ¢
year.
-
 Setting objectives |
Ersure that your impact strategy does nat just resmace the objectives of the research
programme iweli The purpose of the research programme is rot the same as the objectives
for your impacrt strategy. Impact objectves revolve around getong pour research known 2nd
used amongst those who can benefic most from 7
T
The following questions provide a useful smarting poineT
T
= 'Whar are the ikely outcomes of this research?{
An indicotion of the feanbility of dong further research! dissemsinating o copocity toof for
Depnvation of Liberty {Quags) Assessors undertoking remote ossessments duning the COVID
1 ¥ pandemic ]
Whio will benefic from this research and how
Cliznts: improved quality and consisiency of assessments cowld provide preater clisnt
confidence and feod to more acourote decsions that con oppropriotely safeguard clients’
Frwvman nghis]
1
Professionols: Through the prowvision g flexible ond supportve semi-structured intervew that
*  pould enhonce decwon-makers” confidence i the volidity and rebiobifty of they assessment -
1
Orpanisations ond educators: (ncregsed confidence it the value of pursuing firther rezsarch
*  on the toal and in shoring the tool omongst colleogues ond stakefodders to supbaort the
* undertoking of ossessments in o cholenging conteot. -]
Fiowr can you irvolve potendal beneficiaries in this research?
Stakefiolders including: residents of o sheciolis? orre home; university fecturers { programm:
Izads for Qgdss Dk team managers, members of the Morthwest Division of
Mewrshsychology and potential participants will be osked to input into the researdh design
the content of the tool ond the dissemination biend]
® ¢ o will you know if it has made a diference?|
Povticiponts wilf have wsed the tool ond remoined in the stedy. -Portiopants will be abie to
describe sections of the tool that were useful in the contewt of remote wonking and wiry.
Porticiponts wilf be able to arbiculote rewsions to the tool that wowld make & more
ocoeptoble andfor wsefid to decision-mokers or dients and Be able to provide ideas for the
design ond measurement of ony fiture resecnch on the tool]]
1
1
1
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-
-
= | The key impact ard communications objectives are:”
L
=
L iF * rBuld awareness of the research amongse 2 targee audience”
i = theoure the cammizment of argec stakehalder and potencdal participanes wo
a the projece aims?

- » Encourage stakieholder inpuc inwa the research design or dissemination plan®
- = Maimain ongaing dizlogue abowr dissemination plans and refine accordingy®
- * rCreace a dissemiranon plan thacis dymamic and respansive — skaring findings

ir ways that best mieets the stared needs of participants ard stakehol ders”
| = Creace a dissemiranon plan infarmed by relevant theary and livermazure®
o | 2 tlrfluerce palicy makers and seror declsion-makers o suppare the waal. This
| will include lorger-term buy in wo the potentizl incegracion of the ool wichin
L] curricula 2nd practice. This would influenoal brokers such as the MY Dol
- GrLs: peer support nevworks or student educazars”
-
-1

* Developing messages|
-

An cffective stravegy needs vo hawe clear, succinct messages that summarise your research
and the purpose of your research programme.|
-

f your research project is lang and complex, it may be difficule to sex out these key
meessages at the beginning. But it is useful vo consider whether there are any overarching
meessages about your research programme that can be wused while it is urdersay, or any
specific messages that relate to pargoular pars of the project. For projects running over

many years these mess=ges may change owver time — we recommend reviewing them yearky.
-

: The key messages 1o cammanicate are”

L

a2 + This tool is incended o pravide 2 supporowe stracoure when undercaking
FEMOLE CAPATY 2SSeSHTWERTS

¢ W'e wane to know what aspects of a remore capaoty waal are acceprable,
praceical and useful o decison-makers”

=+ ¥'e wane to know how aur woal could be improsed?

’ :l =+ ¥'ewane o know ific is possible and 2pproprizte to undemake morz

research oo the wool™
fr

T

r

» AudiencesT

W'ho are the audiences you wish vo communicare wo! YWhat do you know about them; how
influential are they; how do you want them o respond ]
People wha might use the tool — Qhgle Best Inverests Assessors and Rt Mentzl Health

AszezsorsT|
a
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People who might support dedsion-mzkers ©o use the tool — frondine health and care
prowviders |

&

People who could be reciplents of the tool — clients with impairments arsing from poor
meental healch or cognitive difficulties staying in care homes or hospitals, ]

=

Feople who could encowrage the use of the ool = [al s managers; urdversity leads for
D5l socizl work; The Bridgsh Assaciaton of Sockl Workers (BASW); the British Medical
Aszocaton (BMA); the Bridsh Psychological Sodety; Royal College of Occupation
Therapists; Royal College of MursingT

-

With a wiew wo the vool being shared, endorsed znd supported|
&

T

* Prigritising your audiences 7
It is wiml wo krow who your key zudiences are. Wou should already have an idea of this, but
it is worth mking time w ensure that you have considered all those who may have an
interest in your research |
T
As there can be many audiences or sakeholders, it is helpful vo differendate audiences in
your strazegy. This will help you to target your resources = particularly in the eady smges.T
&

* How will you reach your audience]
It is important to consider the most appropriate channels to reach your mrge: — far
cxample through press arocles. workshaps, regular user groups, or conferences. This will

help you to frame the mazin activides of your impact scrategy, for example:]

&
= Why a regular newslemer rather than a more comasional briefing®
= Wy a large nacloral conference rather than a series of smaller regioral semirars#]
= +'Why an emall bulledn rather than face-wo-face conme?

= ¥Why inwite them to come to you when you can go w them?]
-

T

Prioritised audiences?] Cretails 7 Overview of
(st research irvestmients | (ehich povernmens engagement activities
will nieed v target deparoments, which sectors | and communication

government' parlzmentanians; | specifically!): channelso

businessiprivate sector; civil
society: mediadpublic)’

Author of the toolr Dir Janice MagKengier Zharing of themes arising
from the research data and

recomimeerdadans far any
revisions of the ool 2s
soon as possible following
the analysis. Support to
urdermke joint
dissemination where
appropriane including wmlks
or ardcles?

3!‘
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Research smkeholders,
parvoularty parocpants

Digld peer suppart groups
that include emiployed and
independent Dol 5 Assessors]

Local 1o the region in
which the research was

urdermken and where the
research lives

Atterdance 2t a peer
SUPpOT group oo share
findings and, if appropriace.
arrange w share revised
wersions of the wool
following the reseanch

Db team managers]

Inidally those local and
noem wo the researcher

and to other services
following communication
o sacial mediz

Hhare outcomes of the
research. Sound out the
possiblilicy of their
teamiorganisaton
supporing fumure research
ifappropriase ard with
agreement arrange o share
revised wersions of the ool
for use in their service

Senbor s@aff in bocal care
hames and hospials that
ourrendy apply for Qighs
applicatons in the
researchers reghon

Local care homes and
haospimal — specifically ta
leads identified by academic

supervisors or who are
noerm wo the researcher

Fhare outcomes of the
research ard plans far any
fumure research ar
dizseminarion that oould
affect their service for
imformacion and to seck
ideas for reseanch design
and suppart for recruitmeent

-

Universicy Leads (Qpl3)

Spedfic vo the Cigy closest
1o the research who
provide oraining in [hals,
assessmient and assessor
qualification

Share outcomes of the
research ard reguest
COporUnity we share
ourcomes of the research
ar futwre training events for
Dol i assessors. Ewplare
whether  how they mighc
support dssemination or
fumure research

-

Uniwersicy Leads  gove
officers imoheed in
comimissioning, developing
and delivering student
training in sacial works
meedicine and allied healdh
professions

In the region bocal o the
research and author infcizlby

Researcher and author
conmrect with
comimessioners and
educators to explore the
possibilicy of sharing the
ool as part of student
training once appropriate
revisions have been made

Zocledes for: cliniczl
psychaology: oocuparion
health; medicine and rursing

who regulate professionals
cligible o be Dgl5 assessors|

Press / markedng
degartments and beads for
special interests groups

Atterd special interests
groups wa share the
research; wrice a summary
of the research that could
be induded in society
comimunications e.g. social
meedia messgng ar

A
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nesshetters; seek SUpport
of specizl interests groups
for any future training or
dissemination of the toolt
Zockd Care Insttuze for ZCIE's Matiarzl Menml Zubmit the woal and
Excellence (SCIE): Capacity Forumi research findings oo be
included in their datzbases
of inltiatives 1o improve
MC& implementation
across England and VWales!

1 Inczrmiatioral jourmazl of law | Submit a report of the

Relevant professional jourmal™ | and psychizrry: research for publicadont

Relevan: magazines: Exdisting contact who has We'rioe an arcle

Communigy Care? published the study authors | summarising the research

I research on previous findings and future plans 1o
oA sions & be published in the online

magazine

Relevant socal media: I

Twitoert

MHS REC that approved the | 1 Az required. submita

researchi summary of the research o

the REC including meat
sceps and details of the
journal thar will be
approached wa publish the
researchi

r

* Achieving your impact and communications objectives?

» Detail of activitiesT]
List the detaills of all the relevant engagement activides; include deadlines and
responsibilides. Remember toadd key milesoones and review daoes, and think carefully
about the resources required and costs induding smff and consultants you will need o carry
QUL pour proposed engagement acdvides. |
a

Below are some suggested groupings: the table is led by acvicy buc you may prefer to have
one for ezch year of acdwigy ]
=

* Consider how you will evaluate your activities and their successes |
Were your activitles and communicadaons channels successful? The anly way to find cut is to
build in evaluation from the beginning. Evaluadon offers an oppormunity to demonstrate hosw

well an actvicy warked — whether it is a one-off or an-going - and also w idenofy areas thac
could be developed or enhanced. o should mke place through the entre programme - from
the early plarning stages through to firal delivery. T

a

There are a variery of ways 1o evaluace: quanticathee meorics like press monivoring or the
numder of webshe hics, and qualimdve measures such as event feedback and quowes from
peaple. Tour evaluadon metrnics will be specHic to your programme ard the commanications
chamneds you use.|

|_:Ir
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Evaluatng suwocess|

T

How will you kreww f you have met your impact and communicatons abjecdves! I will be

impormant to review your activides regulardy and see if they are achieving these Wye

recomameend reviewing this soategy at least once a year — so set a @rger date. |

T

The research author hopes v mzinain ongoing reladonships widh key sakeholders,

including powental service-user groups. - The aém of which will be o monitor the use of the

ool following dissemination, receive informal feedback and consult on future revisions or

research plans

I weill kenewr if the impact strategy has been swooessful €]

= “¢ Resparch findings are accepted as valid and reliable by participants and the author of the
tood and revisions made to the docurmnent in line after consideradon of comments and
deasT

= ¢ Timedy dissemination of 2 revised tool wo people contnuing o underake remaoce
capacity assessments in 20207

= °¢ Fusure research is developed in line with principles of co=production where services
user groups and decision:makers from relevant professional groups are irvolved in the
design. delivery and disseminadon of resules |

= “¢ Support and endorsement of the research and the tool is obained from relevant
professional bodies]

= b Qpen channels of commuré@tion are established with stwdenc educators, commissioner
and regulators with a view o induding 2 wersion of the assessment tool in training |

= ¢ The tool is expanded to include different decision areas and adapted wo be used by a
range of professionalsT

T
T
Crate to review sorategy! ]

1
December 20207

&
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Appendix 2-E

International Journal of Law and Psychiatry Instructions for authors

@ INTERNATIONAL JOURNAL OF LAW AND
; PSYCHIATRY

I  AUTHOR INFORMATION PACK

TABLE OF CONTENTS . =
. Description p-1

. Impact Factor p-1

. Abstracting and Indexing p.2

* Editorial Board p.2

* Guide for Authors p.3

TN OLEC-252T

DESCRIPTION

The International loumal of Law and Poychistry 18 intended to provide a multl-gisciplinary forum Tor
the axchangs of ideas and information among professionals concermed with e interface of law and

. There is & growing awareness of the need for exploring the fundamental goals of both
the legal end peychiatric systems and the social implications of their interaction. The journal Seeks
i enhance understanding and cooperation In the feld through the varied approaches represented,
fiat anly by law and ps-,'d-nu'a-,- but alss by the socal sciences and related disciplines. The Editors and
Fublisher wish to encourage & dialogue among the experts from different countries whose diverse
legal cultures affard interesting and challenging alternatives to existing thearies and practices. Priorty
will therefisre be given to articles which are orented to 8 comparative or intermational perspective.
The journal will publish significant conceptual contributions on contemporary e as well b5 Serve
in the mpid disgermination of important and relevant research Andings.

The views expressad in this journal do not necessarily reflect thode of the editors.

Benefits to authors

We alen provide rmany suthor benefits, auch as free PDFs, & liberal copyright policy, special discounts
an Elsevier mblcauuns and mech more. Mease dick here for mone information on aur author servioes,
Please e our Guide for Authors for information on artice submission. IF you require any further
infarmation or help, please visit owr Support Cerber

IMPACT FACTOR

2019: 1.341 & Clarivate Analytics Journal Citation Reports 2020

AUTHOR INFORMATION PACK 29 Jul 2020 www elsevier comflocate/ijlawpsy i
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ABSTRACTING AND INDEXING

Current Contents
PsycINFO

Adolescent Mental Health Abstracts

Current Contents - Social & Behavioral Sciences
Socielogical Abstracts

Social Sclences Citation Index

Research Alert

ASSIA

Computer Contents

Crirningl Justice Abstracts

Current Law Indesx

Embase

Leg Cont

Leg Per

PubMed, Mediine

SoOpUS
H.W. Wilson

EDITDRIAL BOARD

Editor-in-Chief
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GUIDE FOR AUTHORS

INTRODUCTION

Sibvmission cheokisl
Yiou can use this list to carry out & final check of your submission before you send it to the journal Tor
review. Plegse check the relevant section In this Guide for Authors for mone details.

Al papers in DLP must be written for an International audience, whether you are & native English
spesker or not, pleste enture you use clear English language when writing your artice.

BEFORE YOU BEGIN
Ethics in publishing
Please ses our information pages on Ethics in publishing and Ethical guidelines for journal publication.

Ethical Statement
Al subrnigsions must state - in a8 separate docurment - that the author?s institutionsl resiew boand
or other local ethics authorlty either (1) has approved the research upon which the submission is

based, of (2] has explicitly conveyed that in this particular instance it does not require such approval
b b Grarited.

Humair and animal right=

If the work imolves the use of animal or hurman subjects, the author should ensure that
the work described has been carried oot in aooordance with The Code of Ethics of the Warld
Medical Assoclation | Decaration of Helinkd) for experiments invahdng RUMans Mtp:/ s wma. net/
enfidpublications/10policies/b3findex himil; EU Direchwe 2010/63fEU for animal experiments
i) f e europa. eyl enrvironment/'chemicals/lab_animalsflegislation_en.htrn; Uniform Reguiremeants
for ranuscripts submitted to Blomedical journals hetp: /www. lcmje org. Authors should include a
staterment in the manuscript that informed consent was obtained for experimentation with human
subjects. The privacy rights of hurman subjects must always be observed.

Declaration of interest

All authors must disclose any financial and personal relationships with other people o organizations
that could inappropriately influence (bias) their work. Examples of potential competing interests
inclsde employment, consultancies, stock ownership, honorara, pald expert testmony, patent
applications/registrations, and grants or other funding. Authors must disclose any interests in two
places: 1. A summary declaration of interest statement in the title page file (if double-blind) or the
manuscript file (If single-blind ). If there are no interests to declare then please state this: 'Declarations
of interest: none'. This summary staterment will be olbdmately published IF the articke (3 sooephed.
2. Detalled disclosures g5 part of & separate Declaration of Interest fiorm, which forms part of the
journal’s official records. It is important for potential interests bo be declarsd in both places and that
the information matches. More infarmation.

Submission declaration and verification

Subemission of an article implies that the work described has not been published previously (except in
the farm of an abstract, a published lecture or academic thesis, see 'Multiple, redundant or concurrert
publication’ fior mone information], that it is not under consideration for publication elsewhere, that
its publication ks approved by all authors and tacitly or explicitty by the responsible authorities where
the work wes carrbed out, and that, I acoepted, it will not be published eltewhene in the same forrm, in
English or In ary other language, including electranically withaut the written consent of the copyright-
holder. To verify orginality, your article may be checked by the originality detection service Crossrel
Similarity Oheck.

Praprints
Please note that pregrints can be shared anywhene at any time, in lee with Elsevier's sharing policy.
Sharing your preprints e.g. on & preprint server will not count as prior publication (see Multipls,
redundant or concurrent publication’ Tor mane information).

Use of indusive language

Inclusive language acknowledges diversity, conveys respect to all people, 1S sensitive to differences,
and promobes egual opportunities. Content should make no assumptions sbout the beliefs or

commitments of any reader; contain nothing which might imply that one Individeal 18 superior to
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another on the grounds of age, gender, race, ethnlcity, culture, sexual orientation, disability or health
eondition: and use inclusive language throughout. Authors should ensure that writing is free from bias,
sterectypes, slang, reference to dominant culture andfor cultwral assurmptions, We advise to seek
gender neutrality by wsing plural nouns (“clinicians, patients/clients™) as default/wherever possible
to avold using "he, she,” or "he/she.” Wi recommend avolding the use of descriptors that refer to
personal attributes such as age, gender, race, sthnicity, culture, sexuwal orientation, disability or health
condition unless they are relevant and valid. These guidelines are meant as a point of reference to
help identify appropriate language but are by no means exhaustive or definitive.

Changes to authorship

Authors are expected o consider carefully the st and order of authors bafore Submitting thedr
mamsoript and provide the definitive list of authors at the time of the original submission. Any
addition, deletion or rearrangement of author names in the authorship list should be made only
mmmum;mmﬂwmﬂwnymmmw To request such
a change, the Editor must receive the following from the corresponding author: (a) the reason
for the change in authar list and (b) written confirmation (e-mall, letter) from all Authors that they
agres with the addition, removal or rearrangement. In the case of addition or removal of authors,
this includes confirmation from the author being added or removed.

Only In exceptional circumstances will the Editor consider the addition, deletion or rearrangement of
authors after the manuscript has besn acoepbed. Whilke the Editor considers the reguest, publication
of the manuscript will be suspended. If the manuscript has already been published in an onling issue,
any requests approved by the Editor will result in a corrigendum.

Astiche transfer service
This journal is part of our Articke Transfer Service. This means that If the Editor feels your artide is
rnone suitable In one of our other participating jowrnals, then you may be asked bo conslder transferring
the article to one of these. IF you agree, your article will be transferred automatically on your behalf
with no need to reformat. Please note that your article will be reviewed again by the new journal.
More information.

Copyright

Upon acceptance of an article, authors will be asked to complete a "Journal Publishing Agresment’ (ses
mare information on this), An e-mail will be sent to the corresponding author confirming receipt of
the manescript together with a "Journal Publishing Agreement’ form or 2 link to the online wersion
of this agresment.

Subscribers may reproduce tables of contents o prepare lists of articles incuding abstracts for Internal
cireulation within thelr instititions, Permission of the Publisher IS required for resale o distribution
outside the Institution and for all sther derivative works, including compllations and translations. I
exerpts from other copyrighted works are included, the author(s) must abtain wiitten perrmission
frorm the copyright ewners and credit the source(s) in the article. Fleevier has pregrinted forms for
use by authors in these cases,

For gold open access articles: Upon acceptance of an articke, authors will be asked to complhete an
"Exclusive License Agresment’ {more information). Permitbed third party reuse of gold open access
arthcles is deterrmined by the author's cholee of user license,

Auvthor rights
Ag an author you (or your employer or institution) have certain rights 1o reuse your work., More
information.

Elsevier supports responsible sharing

Find out how you can share your research published in Elsevier journals.

Role of the funding source

You are requested to identify who provided financial support for the conduct of the research and/or
preparation of the article and to briefly describe the role of the sponsors), i amy, In study degign; in
the collection, analysis and interpretation of data; in the writing of the report; and in the decision to
subrmit the articde for publication. If the funding source(s) had no Such imolvement then this should
e Stated.

Open access
Pleage visit our Dpen Access page fior mone information.
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Elsavier Ressanoher dcadarmy

Researcher Acadernry I8 a free e-learning platform designed to support early and mmid-career
researchers throughout thelr research journey. The “Learn” emdronment at Resesrcher Academy
offers several interactive modules, webinars, downloadable guides and resources bo guide you through
the process of writing for reseanch and going through peer review. Feel free bo uSe these fres resources
ko irmprove your submission and navigate the publication process with ease.

Language (usage and editing services )

Please write your text in good English {American or British usage s accepted, but not B mixture of
these). Authors who feel their English language manuscript may require editing to eliminate possible
grammatical or spalling errors and to conform bo correct sclentific English may wish to use the English
Language Editing service avallable from Elsevier's Author Services,

Submission

Our onling submission System guides you stepwise through the process of entering your article
details and uploading your files. The system conmverts your article files to a single PDF file used in
the peer-review process. Editable files (e.g., Word, LaTeX) are required to typeset your article for
final publication. All correspondence, including notification of the Editor’s decision and requests for
revision, is sent by e-mail.

Subvnit your artice
Pleage sulbmit Your artche via here

Additional Information

The Jowrnal follows the guidelines of the Publication Manual off Bhe American Poychological Assodation
(5th edition, 1994, Washington, DC: APA). Use this manual while preparing your manuscript. The
following are also useful for referance: Wabsters The New Intarnationsl or Mew Colegiate dictionarias
for spelling and hyphenation (Merram-Webster Inc., Springfield, MA), and The Merrlam-Webster

Dictionary of English Usage for grammar (Merriam-Webster Inc., Springfield, MA ).

PREPARATION

Poar roview

This journal operates a single blind review process. All contributions will be initially assessed by the
editor for suitability for the journal. Papers desmed sultable are then typlcally sent to & minimumm of
bwo independent expert reviewers to assess the sclentific quality of the paper. The Editor |s responsible
for the final decision regarding acceptance or rejection of articles. The Editor's decislon ks Ainal. More
information on types of peer review.

Uise of word processing softwans

It & important that the flle be <aved in the native format of the word processor used. The bext
should be in single-column format. Keep the layout of the text s simple as possible. Most formatting
codes will be removed and replaced on processing the article. In particular, do not use the word
processor's options to justify text or bo hyphenate words. Howeves, do use bold face, italics, subscripts,
superscripts etc. When preparing tables, if you are using & table grid, use only one grid for each
individual table and not a grid for each row. If no grid is used, wee tabs, not spaces, to align columns.
The electronic text should be prepared In @ way very simillar o that of conventional manuscripts (see
also the Guide to Publishing with Elsevier). Nobe that source files of figures, tables and text graphics
will be required whether or not you ermbed your figures in the text. See also the saction on Electronic
artwark.

To avoid unnecessary ermors you are strongly advised to use the “spell-check’ and ‘grammar-check’
functions of your word processor.

Artide structure

SulTvision - nurmbened Sechions

Diwide your article into dearly defined and nombered sedtions. Subsections hould be nurmbared
1.1 (then 1.1.4, 1.1.2, ..}, 1.2, ebc. {the abstract is not included in saction nurmbsering). Use this
nurnbering alkso for internal cross-referencing: do not just refer to “the text’. Any subsection may be
glven a brief heading. Each heading should appear on its own separate line.

Trtroduction

State the objectives of the work and provide an adequate background, avoiding a detailed literature
survey of B Summary of the results.
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Material and methods
Provide suffickent detalls to allow the work Lo be reproduced by an independent researcher. Methads
that are already published should be summarized, and Indicated by a reference. IF quoting directly
frofm & previously published rethod, use quotation marks and alse cite the source. Ary madifications
to exlsting methods should also be described.

Theory/ calculation
& Theary section should extend, mob repeat, the acdoground to the artice already deslt with in the
Inbroduction and lay the foundation for further work. In contrast, & Calculation section represants a
practical development from & theoretical basis.

R irlfE
Results should be chear and concise.

DSl siom
This should explore the significance of the results of the work, not repaat them. A combined Results
and Discussion section 5 often appropriate. Avold extensive ditations and discussion of published
literatuns.

Conciusionrs

The rmain conclusions of the study may be presented in a short Conclusions section, which may stand
alone or fiorm a subsection of 8 Discussion or Results and Discussion section.

Appendices
IF there 15 rmore than I:H'IE-BWH ﬂ'ltj'!l'lﬂl.lﬂ | dantifiad I!-.i., B, afc, anrdaeaﬂml:bru in

appendicas should be given separate numbering: Eq. (A1), E:| (A.2), et In & subsequent appendix,
Eq. (B.1) and so on. Similarly for tables and fgures: Table A.1; Fig. A1, etc,

Essential title page information

= Titla, Concise and informative. Titles are often used in Information-retrieval systems. Avald
abbreviations and formulae where

» Author names and affiliations. Please clearly Indicate the given name(s) and family name(s)
of each author and check that all names are sccurately spelled. You can add your name between
parentheses in your own Soript behind the English transliteration. Present the authors' affillation
addrettes (where the actual work was dome) below the names. Indicate all affilladons with a lower-
case superscript letter immediately after the author's name and in frant of the approprigte address.
Provide the full postal address of each affiliation, incleding the country name and, if available, the
e-mail address of each author.

» Carresponding author. Clearly indicate whe will handle correspondence at all stages of referesing
and publication, also post-publication. This responsibility includes answering any future queries about
Hethodology and Materials. Ensure that the e-mall address s given and that contact details
are kept up to date by the corresponding author.

» Present/ parmanent address. If an author has moved since the work described in the article was
done, or wes visiting at the time, a "Present address' (or 'Permanent address’) may be indicated as
& footndte o that author's name. The address at which the author achually did the work miest be
retained as the main, afiliation address. Superscript Arabic numerals are used for such footnotes,

Highlights

Highlights are optional yet highly encouraged for this journal, as they increase the discoverability of
your article via search engines. They consist of 8 shoet collection of bullet points that capture the
niovel results of your research as well 2s new methods that were used during the study (If any). Please
have a look at the examples here: example Highlights.

Highlights should be submitted in & separate aditable file in the online submission system. Please
use ‘Highlights® in the file mame and indude 3 to 5 bullet polmts (masimem 85 charatters, including
spaces, per bullet point).

Abstract

& concise and facteal abstract S required. The abstract should state briefly the purpose of the
ressarch, the princpal results and major conclusions. An abstract is often presented separately from
the artiche, so it must be able to stand alone. For this resson, Referenoss should e avoided, bot iF
essential, then cite the author(s) and year(s). Also, non-standand or LRCommon abbreviations shoulkd
be awoided, but if escential they must be defined at Bheir first menton in the abstract self.
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Keywords

Immediately after the abstract, provide & maximum of 6 keywords, wsing American spelling and
avoiding general and plural berms and multiple concepts (avold, for example, "and’, 'of"). Be sparing
with abbreviations: only abbreviations firmily established in the field may be eligible. These keywords
will be used for indexing purposes,

Abbhreviations

Define abbreviations that are not standard In this field in a footnobe o be placed on the first page
af the article. Such abbréeviations that are vnavoidable in the abstract mest be defined at Eheir first
miention there, &5 well 38 in the footnobe. Endune consistenty of abbreviatans Bhrowghout the artiche.

Agknowledgements
Collabe acknowledgements in & saparate section at the end of the articke before the referances and do
not, therefore, indede them on the e page, as a footnote (o the ttle or otherwise. LISE here those
individuals who provided help during the research (e.g., providing language help, writing assistance
or proof reading the article, ete.).

Formatting of funding Sources
List funding sources in this standard way to faclitete compliance to funder's requirerments:

Funding: This work was supported by the National Institutes of Health [grant numbers o0, yyvy];
the Bill & Melinda Gates Foundaltion, Seattle, Wik [ grant number 2] and the United States
of Peace [grant number aaaa].

It is not necessary to include detailed descriptions on the program or type of grants and awards. When
funding is from a block grant or other resources avallable to a university, college, or other research
institution, submit the name of the institute or organi zation that provided the funding.

If o Funding has been provided for the reseanch, please include the following sentence:

This research did not recetve any specific grant from funding agencies in the public, commercial, or
not-for-profit sectors,

Math farmulae
Please submit math equations as editable text and not as images. Present simple formulae in
line with normal kext where possible and use the solidus () instead of a harizontal line for seall
fractional terms, e.q., X/Y. In principle, variables are to be predented in (talics. Powers of & are often
more convenlently denoted by exp. Number consecutively ary equations that have to be displayed
separately fram the text [If referred to explicitly in the text),

Footnotes

Footnotes should be used sparingly. Number them consecutively througheut the article. Mary word
processors can build footnotes into the text, and this feature may be used. Otherwise, pleass indicate
the position of Footnates in the text and list the footnotes thermselves separately at the end of the
article. Do not Include footnotes in the Reference list.

Artwork

Elactronmi Arfwark

General poits

» Make sure you use uniform lettering and sizing of your orlgingl artwork.

« Emnbed the used fonts If the application provides that aption.

« Al to use the following fants in your Mustrations: Aral, Cowrler, Times New Roman, Symbol, o
use fonts that kook sirmilar

= Hurmber the illustrations according to their seguence in the bext.

+ Use a logical naming convention for your artwork flles.

« Provide captions to llustrations separately.

= Sire the illustrations close bo the desired dirmensions of the published version.

= Submit each ilhestration as a separate file.

= Ensure that color images are acoessible to all; including those with impairéd color vision.

A detailed guide on electronic artwork: is available.

You are urged o visit this site; some excerpts from the detailed information are glven hare.
Formats
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If your electronic artwork |s created in a Micrasoft OMice application [Werd, PowerPeint, Excel) then
please supply "as 13" In the native docurment Formak.
Regardiess of the application used other than Microsoft OMice, when your electronlc artwork is
fnalized, please "Save as' or convert the images to one of the following formats [note the resalution
requirements far line drawings, halftones, and line/halftone combinations ghen Belaw):
EPS (or PDF): Vector drawings, embed all used forts.
TIFF (er JPEG): Color or grayscale photographs (halftones), keep to a minimurm of 300 dpi.
TIFF {or JPEG): Bitmapped (pure black & white pixels) line drawings, keep to a minimurn of 1000 dpl.
TIFF {or JPEG): Combinations bitmapped line/half-tone (color or grayscale), keep to a minimuem of
500 dpi.
puu-dﬁunmt
= Supply files that are optimized for screen use (e.g., GIF, BMP, PICT, WPG); these typically have &
low number of pixels and limited set of colors;

= Supply files that are koo low In resclution;
= Subenit graphics that are disproportionately large for the content.

Colew artwork
Please make sure that artwork fles are in Bn acceptable format (TIFF (or JPEG), EPS (or PDF), or
MS Office files) and with the correct resolution. If, together with your socepted article, you submit
usable celor figures then Elsevier will ensure, at no additional charge, that these figures will appear
in eolor anling (e.g., ScenceDirect and other sites) regardless of whether or not these illustrations
are reproduced in oolor in the printed version. For color reproduction in print, you will recahe
infarmation regarding the costs from Elsevier after recalpt of your accapted article. Please
indicate your preference for color: in print or enline only. Further Infarmation on the preparation of
electronic artwark.

Flgure captions

Ensure that each lllustration has a caption. Supply captions separately, not attached to the figure. A
caption should comprise a brief title { not on the figure itself) and a description of the (llustration. Keep
text in the illustrations themsalves to & minimurm but explain all symbols and abbreviations wsed.

Tables

Please submit ables 22 editable text and not as images. Tables can be placed either next o the

relevant text in the article, or on separate pageis) at the end. Number tables consecutively in

accordance with their appearance in the text and place any table notes below the table body. Be

sparing In the use of tables and ensure that the dats presented In them do not duplicate results
elgewhers in the article. Please avold using vertical rules and shading in Eble oells.

References

Jitation & fext

Please engure that every reference clted in the text is also present in the reference list {and vice
wersa). Any references cited in the abstract miust be given In full. Unpublished results and personal
communications are not recommended in the reference list, but may be mentioned in the text. If these
references are included in the reference list they should follow the standard reference style of the
jowrnal and should indude & substitution of the publication date with either 'Unpublished results’ or
"Personal communication’. Citation of & reference as 'In press’ Implies that the item has been accepted
for publication.

Web refaremoss

A% & minirmum, the full URL should b given and the date when the reference was lest accessad. Any
further Information, If known (DOL author narmes, dates, reference to a source publication, etc.),
should also be given. Web references can be listed separately (&.g., after the reference list) under a
different heading i desired, or can be included in the reference list.

Daty referances

This journal encourages you to cite underlying or relevant datEsets In your manuscript by citing them
in your text and including a data reference in your Refierence List. Data references should Include the
Fallowing elements: author name{s), dataset title, data repository, version [where available), year,
and global persistent identifier. Add [dataset] immediately before the reference so we can properly
identify it as a data reference. The [dataset] identifier will not appear in your published artiche.,

Raferencss i1 & spedial issue
Please encure that the words "this issue’ are added o any references in the lisk (and amy cations in
the text) to other articles in the same Special [Ksue.
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Reference managemeant softwane

Most Elssvier journals have thelr reference template available In many of the most popular reference
management software products. These include all products that support Cltation Style Language
styles, such as Mendeley. Using citation plug-ins from these prodects, authors only need to select
the appropriate journal template when preparing their article, after which citations and biblisgraphies
will b autormatically formatted in the journal’s style. IF no template i€ yet available for this journal,
plegse follow the Format of the sample references and citalions as shown in this Guide. If you use
reference management software, please ensure that you remove all Reld codes before submitting
the electronic manuseript. More information on how b remove feld codes from different reference
managemant softwarne,

Users of Mendeley Desktop can easily install the reference style far this journal by clicking the following
“.

hu'.p-:.-'.n'npm _rnendeley. comyusse-cistion-style/ ikernational-journal-of-law-and-peychiatry

When preparing your manuscript, you will then be able to select this style using the Mendeley plug-
ing For Micrasef Word or LibreOMice.

Referemce style
Text: Cltations in the text should Follow the referencing style used by the American Psychological
Association. You are referred to the Publication Manual of the Armerican Psychologieal Association,
Shxth Edition, ISEN 978-1-4338-0561-5, coples of which may be ordered online or APA Order Dept.,
P.0.B. 2710, Hyattsville, MD 207584, USA or APA, 3 Henrletta Street, London, WCIE 8LU, UK.

List: references should be aranged first alphabetically and then further sorted chronologically If
necessary, More than one reference from the same sethors) in the same yaar must be identifed by
the letters "', 'b', "¢, etc., placed after the year of publication.

Examplas:

Reference to & journal publication:

Van der Geer, 1, Hanrsads, 1. A. 1., & Lupton, R. A, (2010). The art of writing 2 scientific articke.
Journal of Scientific Communications, 163, 51-59. htps://dolorg/ 10, 1016/].5¢. 2010,00372,
Poeferenie o a h.l'l'l.ll pI.IHh‘.'.IHI'I with an article mamiber:

Van der Geer, 1, Hanrsads, 1. A. 1., & Lupton, R. A, (2018). The art of writing 2 scientific artick.
Heliyon, 19, 00205, Mtps:/fdol org/ 10,1016/ heliyan, 201800205,

Reference to & book:

Strunk, W., Jr, & White, E. B. (2000). The slements of style. (4th ed.). New York: Longman, (Chapter
4).

Reference to a chapter in an edited book:

Mettam, G. R, & Adams, L. B. (2009). How to prepare an electronic version of your article. In B. 5.
lunu,alt 7. Smith (Eds.), Introduction bo the electronic age (pp. 281-304). New York: E-Publishing

nurumm a wehsite:

Cancer Research UK. Cancer statistics reports for the UK. (2003). Mip://www.cancerresaarchuk.org/

aboutcancer/statistics/cancerstatsreporty Accessed 13 March 2003,

Reference to a dataset:

[dataset] Oguro, M. Imahiro, 5. Saito, 5., Makashizuka, T. (2015). Mortalty data for Japanese

aak wil disagse and surrounding fovest compesitions. Mendeley Data, vi. Mtps:/fdol org/10.17632/
OBRbIGE1,

mmfumm & conference paper or poster presentation:

Engle, E.K., Cash, T.F, & Jarry, J.L. (2009, Novemnber). The Body Image Behaviours Inventory-3:

Developrment and validation of the Body Image Compulsive Actions and Body Image Avolkdance Scales.

Poster session presentation at the meeting of the Association for Behavioural and Cognitive Therapies,

Mew York, NY.

Video

Elsevier sccepts video material and animation sequences o support and enhance yvour sclentific
research. Authors who have vides or animaton files that they wish o submit with their article are
strongly encouraged to include links to these within the body of the article. This can be done in the
garme way as a figure or table by referring o the video of animation content and noting In the body
text where it should be placed. All submitted files should be properly labeled so that they directly
redate o the video file's content. In order b ensure that your vides or animation material is directy
usable, please provide the file in one of our recommendsad file formats with a prefermed Maximiim
size ol 150 MB per fike, 1 GB in totel. Video and animation files supplied will be published online in
the electronic version of your articke in Elsevier Web products, induding ScenceDirect. Pease supply
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‘shills’ with your files: you can chodse any frame from the vided or animation or make a separate

Thissse will be used instead of standard lcons and will personalize the link to your vides data, For
miare detalled instructions please visit our video instruction pages. Nobe: since vided and animation
cannot be embedded in the print version of the journal, please provide text for both the electronic
and the print version for the portions of the article that refer to this content.

Data wisualization

Include interactive data visualizations in your publication and let your readers interact and engage
more closely with your research. Follow the Instructions here to find out about svallable data
wisualization options and how to include therm with your article.

Supplementary material

Supplementary materal such as applications, Images and sound clips, can be published with youwr
article tn enhance it Submitted supplementary iterms are published exactly as they are received | Excel
or PowerPoint files will appear as such onling). Please submit your material together with the article
and supply & conclse, descriptive caption for each supplementary file. If you wish to make changes to
supplementary material during ary stage of the process, please make sure to provide an updated file.
Do not annotate any corrections on a previous version. Please switch off the Track Changes' option
in Microsoft Office files as these will appear in the published version.

Researdh data

This journal encourages and enables you to share data that supports your research publication
where appropriate, and enables you to interlink the data with your published articles. Ressarch data
refiers to the results of observations of experimentation that validate research findings. To facilitate
reproducibility and data rewse, Ehis journal also encourages you to share your software, code, models,
algorithms, protocols, methods and other wseful materials related to the project.

Below are @ number of ways in which you can essociate deta with your article or make a statement
about the availability of your data when submitting your manuscript. If you are sharing dats in one of
these ways, you are encouraged to cte the data in your manuscript and reference list. Mease refer to
the “References” saction for more inforrmation about data citation. For more information on depositing,
sharing and using research date and other relevant research materials, visit the ressarch data page.

Data linking
If you hieve made your research data available in a data repesitory, you can link your article directly to

the dataset. Elsevier collaborates with a number of repositonies to link articles on ScienceDirect with
relevant repositories, giving readers acoeds to underlying data that gives therm a better understanding
of the research described.

There are different ways to link your datesets to your article. When available, you can directly link
pour dataset to your article by providing the relevant information in the submission systerm. For mare
information, visit the database linking page.

For supported data repositones a repository banner will sutomatically appear next bo your published
article on SclenceDirect.

In addition, you can link to relevant dats or entities through identifers within the text of your
manuscript, using the Following format: Database: oo (e.g., TAIR: ATIG01020; CCDC: 734053
PDB: 1XFN).

Mendeley Data

This journal supports Mendeley Data, enabling you ko deposit any research data (Including raw and
processed data, video, eode, software, algodthms, protocels, and methods) associated with your
rnanuscript In & free-to-use, open Access nepository. During the submission process, after uploading
your manuseript, you will have the epportunity to upload your relevant datasets directly to Mendsley
Data. The datasets will be listed and directly sccessible to readers next b your publiched article onling.

For mare information, visit the Mendeley Data for journals page.

Data tn Briel

You have the option of cormverting any or all parts of your supplementary or addiional raw data inbo
one of multiple data articles, & new kKind of article that houses and describes your data. Data articles

engure that your data is actively reviewed, curated, Formatted, indexed, given a DOI and publicly
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avallable to all upon publication. You are encouraged to submit your article for Dats in Brief as an
additional item directly alongside the revised version of your manuscript. If your research article is
accepted, your data article will automatically be transferred over te Dats in Brief where it will be
editorially reviewed and published in the open access data journal, Dats i Brief. Please nobe an open
access fee of 600 USD ks payable for publication in Data in Brief. Full details can be found on the Data
in Brief website. Mease use this template to write your Data in Brief.

Data statement
To Foster Lransparency, We encourage you to state the availability of your data In your submission.
This may be a requirernent of your funding body or institution. If your data is unavailable to access
or unsuitable to pest, you will have the opportunity to indicate why during the submission process,
for example by stating that the research data is confidential. The staterment will appear with your
published articke on ScenceDirect. For more information, visit the Dats Statemen page,
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Online proof correction
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wersion and FDF

we will do everything possible to get your articke published quickly and accurately. Please use this
proof only for checking the typesetting, editing, completeness and correctness of the text, tables and
figures. Significant changes to the article as accepted for publication will only be considered at this
stage with permission from the Editor. It is irmportant to enswre that all corrections are sent back
to us in one communication. Please check carefully before replying, as inclusion of any subsequent
corrections cannot be guaranteed. Proofreading is solely your responsibility.

Offprints

The corresponding author will, at no cost, receive a customized Share Link providing 50 days free
access to the final published warsion of the article on ScdenceDirect. The Share Link can be wSed for
sharing the artice via any communication channel, including emall and sotial media. For an extra
charge, paper offprints can be ordered via the offprint order form which IS sent once the artice is
accepted for publication. Both corresponding and co-authors may order offprints at any Hime via
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Critical Appraisal
This thesis comprises two pieces of original research, a systematic literature review and an
empirical study. The review examined the efficacy of cognitive interventions designed to
improve decision-making skills in people with Mild Cognitive Impairment (MCI). A
narrative synthesis approach identified that interventions can be effective and that further
research should be undertaken. Of the 26 papers identified, interventions targeting logical
reasoning and cognitive control demonstrated notably strong results. However, most studies
were judged to be at high risk of bias overall, with limited rigour in the randomisation
process of particular concern. This limited the extent to which conclusions could be drawn
about effective interventions at this time.

The research paper explored the feasibility of using a tool intended to support
capacity assessments undertaken remotely during a health crisis in the spring of 2020.
Findings indicated that the capacity tool was valued by experienced professionals. Four
themes were identified: (1) Structure is Crucial in a Pressurised Context; (2) Facilitating
Effective Relationships; (3) Being Person-Centred and (4) Bridging the Gap Between
Training and Practice. Six subthemes were also identified. Results provided strong evidence
for the feasibility of the tool in practice.

The extent to which these topics can be explored is limited by the thesis format and
reporting limitations set by relevant journals. As such, this critical appraisal aims to elucidate
my reflections on the research process, the topics selected and implications for clinical
practice. | will explore my own motivations for undertaking each piece of research and my
reflections on how they complement each other. | will examine some of the strengths and

limitations of the thesis as a whole and outline my hopes for future work.
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Background

My interest in decision-making and capacity assessment in health and care settings
started before clinical training. | began my professional life working with homeless people in
city-centre hostel settings. Alongside the understandable distress experienced by clients as a
result of their circumstances, | was struck by the number of homeless people who were
struggling with the effects of cognitive difficulties. These difficulties included traumatic
brain injury (TBI) and alcohol-related dementia. | now understand that cognitive difficulties
in this population are common and that issues such as TBI may affect around half of all
homeless people (Oddy et al., 2012). | was keen to understand whether, and how, cognitive
difficulties might affect the choices and decisions clients made and what provisions were
available to support and protect them. This interest informed a professional move to work in
a social care adult safeguarding team, which included training delivery on the Mental
Capacity Act 2005. In my personal life, | was also supporting my grandmother who was
experiencing her own difficulties with decision-making as a result of dementia. The
cumulation of these experiences heightened my awareness of how challenging it can be to
navigate the world when you have a cognitive impairment. Moreover, | developed an
understanding of the complexities faced by professionals and families supporting people in
these contexts.

In my clinical training, | have sought placements in later-life settings that have
provided me with opportunities to undertake both therapeutic and mental capacity-related
work with people experiencing cognitive impairments. Moreover, | have followed some of
the innovative work being done by clinical psychologists in the Northwest over recent years
to support professionals and clients working in these fields. Consequently, it felt like a

natural progression to develop these interests through my own research.
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The Systematic Literature Review

| support the perspective amongst some health and legal commentators that there is
often insufficient focus on supported decision-making in practice (George & Gilbert, 2018;
House of Lords Select Committee on the Mental Capacity Act 2005, 2014).
Accordingly, | wanted my thesis to echo the process that should apply in practice; namely
consideration of support that could be provided before a formal assessment (Mental Capacity
Act: Code of Practice, 2005). Supported decision-making can be defined as any process in
which someone is provided with as much help as they need to either make a decision for
themselves or to express their preferences (Mental welfare commission for Scotland, 2016).
The right to support to make a decision is one of the five core principles of the Mental
Capacity Act 2005 (Mental Capacity Act: Code of Practice, 2005). Despite this, services
have been described as being somewhat hesitant in promoting supported-decision making
(Zingler, 2019). Moreover, professionals have expressed concerns about how best to provide
support in the context of perceived resource constraints (Zingler, 2019). Pathare and Shields
(2012) suggest that a paucity of evidence for effective decision-making interventions may
partly account for this problem.

My inspiration for the literature review topic began after reading a review by Verdejo-
Garcia et al. (2019) on decision-making interventions for people with addiction. After some
initial scoping, it was clear that there were few reviews addressing this topic. Consequently,
| decided to explore the topic of effective interventions in decision-making with a different
population, namely people with mild cognitive impairment (MCI) (Petersen, 2011). | was
aware of the evidence indicating that people with MCI are able to strengthen, and develop,
neural networks relating to function (Miotto et al., 2018). Furthermore, at the time of
choosing a topic, | was working with clients experiencing MCI on placement and | wanted to

research something that might inform my own clinical practice.
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The Empirical Research: Reflections on the Process

Reflexivity is defined as explicit self-awareness (Finlay, 2016a). To support the
process of critical self-reflection, | recorded my assumptions, decisions, feelings and
behaviour throughout the process in a reflective journal (Finlay, 2016b; Morrow, 2005). This
helped me to identify how these factors might have influenced the research process and
maintained my confidence in the integrity and trustworthiness of the research (Finlay &
Gough, 2003).

My original research proposal was to trial a capacity tool designed to support senior
ward staff in hospital settings to undertake face-to-face assessments with patients subject to
restrictive care regimes. When designing the research, | reflected that | was a healthy adult
who had never experienced being at the receiving end of a capacity assessment. Moreover, |
had always worked in situations where there were clear power differentials with clients. As
such, | had hoped to be able to undertake co-productive research and I recorded feelings of
disappointment that the timeframe for completing the thesis was unlikely to allow scope to
fully include service-users in the study (National Institute for Health Research INVOLVE,
2018). Recognising my position on client involvement helped to inform later research
choices. For example, | prioritised the inclusion of experts-by-experience as consultants on
the project and allocated as much time as was mutually possible to hear their perspectives.

At the late stages of the research approval process, the impact of the COVID-19 virus
was beginning to be felt in the UK. Consequently, to protect public health, restrictions on

research in health and care settings were implemented (www.hra.nhs.uk/covid-19-research/).

With the support of my supervisors, which included the author of the tool Dr Janice
Mackenzie, the research was adapted to make it relevant to professionals undertaking remote
assessments under the Deprivation of Liberty Safeguards (DoLS) (Deprivation of Liberty

Safeguards: Code of Practice, 2008). Whilst this was a challenging and busy time, we
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reflected that the research could offer real and timely value to professionals responding to a
rapidly changing context (Department of Health and Social Care, 2020; HM Government,
2020). Following the completion of the research, the findings indicated that our hopes were
well founded as feedback on the capacity tool was positive and encouraging.

Strategy.

Everyone who expressed an interest in the study, and who was eligible to participate,
were recruited to the study. This was largely a pragmatic decision following significant
delays in approval and recruitment, which generated some urgency in the process. This was
a limitation of the research as it resulted in a somewhat homogenous sample of DoLS Best
Interests Assessors made up of mainly female participants. Moreover, the participant sample
may also have been more likely to comprise people who perceive new ways of working in a
crisis as an opportunity to try new things, as opposed to a potential threat to professional
identity or wellbeing (Scherer et al., 2001). To increase the heterogeneity of future research
samples, consideration could be given to a quota sampling approach (Robinson, 2013). This
strategy would involve professional settings and/or groups being identified in advance and a
minimum number of participants set for each group (Robinson, 2013).

Data Collection

My journal reflects feelings of apprehension about the use of online focus groups. To
date there is limited best practice guidance on conducting focus groups online (Cyr, 2015).
By naming my apprehension that online groups, a necessity in the research context, would be
less useful than face-to-face, | was able to have a constructive conversation with my
supervisors about how best to prepare. This led to the implementation of a pilot focus group.
It also resulted in individual software testing sessions with participants. The extensive
preparation employed, helped me feel more equipped to facilitate the groups and participants

reported that testing software enabled them to feel more relaxed in discussions. The pilot
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group challenged some of my expectations of what strategies might support the process. For
instance, we identified that more formal measures, like raising a hand before speaking, could
be useful. Whilst somewhat counter-intuitive, imposing more explicit structure than might be
warranted in face-to-face groups was reported as reducing awkwardness and uncertainty by
participants.

Whilst I had some experience of collecting data using focus groups from a previous
assignment, | was still reasonably new to the process. Reflective practice, including debrief
conversations with the assistant psychologist supporting the groups, helped me to refine my
skills and to improve my confidence during data collection. For example, through
discussions with the assistant psychologist | became aware that | had sometimes deviated
from the question route in the first group by asking compound, instead of uni-dimensional,
questions (Krueger, 1998). | was able to correct this in the following group by adhering more
closely to the questions listed and mindfully allowing silence to enable participants to
consider their answers. | aimed to make groups and interviews conversational in tone to
create a good rapport and establish a discussion space where people felt safe to share their
views (Pezalla et al., 2012). Accordingly, my initial question enquired about participants’
general thoughts on the tool (see Appendix 4-1).

In the journal, I noted that | had experienced some unease that participants seemed to
have spent a substantial amount of time, approximately 10 — 15 minutes, discussing this
question in the first group. Moreover, the discussion included a lot of exploration of their
experience of working during the health crisis and | was concerned that this was not central
to the research question. In conversation with a research supervisor | reflected that, rather
than being unhelpful, some time discussing the context could be useful in helping participants
to make sense of their experience and provide important context for interpreting the data

(Wolgemuth et al., 2015).
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Analysis

During the analysis, | reflected that some of my assumptions about how the tool might
be used and experienced by participants had perhaps been somewhat naive to the reality of
the context. | had assumed, for instance, that it might be straightforward to enlist the support
of frontline workers in completing the tool on the participants’ behalf. Hearing about the
challenges of working in a dynamic and pressurised context, | was able to notice such
assumptions, which enabled me to attend more fully to the realities of participants’
experiences. Participants reflected on how the capacity tool, in its current or adapted formats,
could benefit any health or care professional. This resonates with research undertaken with
clinical psychologists that has emphasised the need for guidance that application of legal
principles in practice (Walji et al., 2014).
Reflections on the process

Throughout the thesis process, | noticed how much of the literature reflects a
biological, individualist and deficit-based epistemological framework. This represents a
dominant paradigm that operates across research and practice (Series, 2015). As a researcher
aligned to critical realist (CR) principles, I recognised that | am comfortable acknowledging
that, for me, cognitive difficulties are a real phenomenon that have real functional affects
(Alderson, 2016). Working within this dominant paradigm, my aim was to support
professionals who were also working within the constraints of medical/legal frameworks in
the service of client autonomy and wellbeing. Nevertheless, I recorded some feelings of
ambivalence about my research foci as | take the position that cognitive aspects of decision-
making only partially reflect the reality of decision-making and | was concerned that this
might be insufficiently acknowledged in this thesis (Banner, 2012; Grigorovich et al, 2018).

I was aware throughout the research of the ongoing theoretical and epistemological

debate about the nature of autonomy (Series, 2015). Gambrill (2012) argues that the
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individualist account of decision-making, which privileges ideas of cognitive strengths and
deficits, encourages the stigmatisation of clients. This is echoed in the human rights fora
where disability is predominantly conceptualised as a social construct and where there is
increasing focus on the influence of effective relationships and environmental support on
decision-making (Flynn, 2019; United Nations, 2006). Nevertheless, there is limited
acknowledgment of alternative accounts of capacity in the literature. For instance, I noticed
how, whilst reviews depict the importance of the participant-facilitator relationship in
determining the efficacy of interventions, this was not considered in the analysis of any
papers included in the systematic review (Basak et al., 2020; Chandler et al., 2016; Sherman
etal., 2017). In this context, the absence of potential relational influences in analyses, and
lack of acknowledgement of this, could imply the deprioritisation or discounting of such
factors (Carey et al., 2009).

| take the position that safeguarding people in our communities who may be at risk of
abuse or harm should be core to the work of health and care, including clinical psychology.
The process of undertaking this research has also reinforced my view that clear legal and
policy frameworks are an essential part of effective safeguarding work (Mantell, 2010; Ruck
Keene, 2017). | reflected that this work should include supporting people who are
experiencing difficulties in decision-making, assessing their capacity to make a decision
where necessary and making a decision on their behalf where appropriate and lawful.
Equally, my clinical training, and particularly my experiences in undertaking family therapy,
have heightened my understanding of the influence of context, relationships and language on
our experiences. My clinical training and research experience has also helped me to,
partially, reconcile differing decision-making paradigms with the effect that | value an

holistic and relational perspective on a client’s strengths and difficulties.
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Another theme that emerged from my reflections on the extant literature was the
absence of clients’ voices and perspectives. Moreover, there was little account taken of the
power differentials inherent within research designs (Carey et al, 2009). This is perhaps to be
expected given that much of the literature is quantitative and, therefore, traditionally less
concerned with such questions (Ross, 2017). Nevertheless, | reflected that aspects of the
research design and reporting could be interpreted as unhelpful and disempowering by
participants in my own culture. One example was the use of language in publications with
many studies using descriptive words like “geriatric”, “elderly” and “subjects” (reflective
journal entry, March 2020). This reflection reinforced my decision to use inclusive and
empowering language wherever possible in the thesis that aligned with my personal ethics
and cultural context. Moreover, in my journal | reflected on how my knowledge of ethical
practice, and ability to embody this, evolved through the research process. Participants in the
empirical study, for instance, shared their experiences of trying to maintain empowering
relationships with clients whilst working in very challenging circumstances. These stories
provided new ideas for my own practice and increased my commitment to multi-disciplinary
working in practice.

Conclusions

The process of completing the thesis has been challenging but rewarding. A core
theme of the work has been the nature of decision-making and the many factors that can
influence it. Practising reflexivity whilst undertaking the research, has helped me to remain
aware of my own perspective, assumptions and biases. In turn, this has enabled me to remain
curious and open to the ideas and perspectives of supervisors, stakeholders and participants
and seek support when needed. I have taken from this work the sense that decision-making is
shaped, for all of us, by relationships, contexts and physiology and that each facet is

deserving of acknowledgement and attention in research. Indeed, research designs that,
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themselves, acknowledge the value of context and relationships (whether through co-
production with stakeholders or data collection methods like focus groups) can provide fresh
perspectives and enriched findings.

Academic pressures, deadlines and an uncertain context meant that the practical
demands of completing the thesis were often substantial and complex. Nevertheless,
choosing topics that resonated for me both professionally and personally helped to sustain my
motivation and determination to complete the work to the best of my ability. | hope that | am
able to pursue research in the future that expands on the findings of this thesis and more
actively includes experts-by-experience. | also hope to incorporate new learning acquired,
both from research findings and reflections, into my clinical work when | begin in my first

post as a clinical psychologist.
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IRAS Application

Welooms to the integrated Ressarch Applloation System

FAS Project Filter

The integrated dataset required for your project will be created from the answers you give 1o the folowing quesions. The
system wil generate only those guestions and sections which (3) apply to your study type and (D) are required by the
bodies reviewing your study. Please ensure you answer al the guestions before proceeding with your applications.

Piease compiete the questions In order. If you change the response 0 3 question, piease seiect ‘Save” and review ai the
Questions a3 your change may have affected subsegquent guestions.

Pleace enter a chort titte for thic project (maximum 70 characters)
Using 2 100l that prompts expioration of decision making ablities

1. Is your project recearoh?

@Yes: Mo

2 Zeloot one oategory from the Sct below:

) Canical sl of an Investigational medicinal product
() Cinical investigation or other study of a medical device

() Combined trial of an investigational medicinal product and an investigatonal medical device

() Other ciinical rial 1o study 3 nove! intervention or randomised ciinical trial 10 Compare Interventions in Ciinical practice
() Basic science study Invoiving procedures with human participants

) Studty administering questionnaires/interviews for quanttstive analysis. o using mixed quantEative/ qualtatve

methodology

() Stucy mvolving qualtative methods only
OMWD“‘WMM(G“NMW“}“&WW
onty)

¢ »Study Imited 1o working with data (specific project only)

() Research Sssue bank
¢_)Research database

If your work doec not it any of thece categories, caleot the option below:

() Other sty

2a. Pleace ancwer the following quectiondc):
3) Does the study Invoive the use of any lonising raciation™ (Yes (@ No

b) Wil you be taking mew human ¥3sue samples (or other human biclogical sampies)? () Yes @) No
©) Wil you be using existing human tissue sampies (or other human biciogical samples)” () Yes @) No

2. In which couniriec of the UK will the recsarch ciiec be located?(Tick a¥ that apoly)

[V England
[ | Scotiana
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[T Wales
r]NMW
22. In which country of the UK will the lead NHS RED office be looated:
() Scotiand
(O'Wales
(_)Northemn Irejand
() This study does not involve the NHS

4. Whioh applications do you require?
[V IRAS Form

[ ] Confidentisizy Advisory Group (CAG)
ﬂuuwmmpmmum

Moct recearoh projectc require review by a REC within the UK Health Deparimentc’ Recearoh Ethics Service. i
your cfudy exempt from REC review?

{_}m {.\ No

& Wil any recearch ciec In thic ctudy be NHE organications?

@ Yes (No

&a. Are all the recearoh ooctc and Infrastructure cocls {funding for the cupport and faolittiec needed fo carry out
recoaroh o.g. NH2 Support cocis) for thic study provided by a NIHR Blomedical Recearoh Centre, NIHR Collaboration for
Leoaderchip in Health Recearch and Care {CLAHRC), NIHR Patient Safety Tranciational Recoaroh Cantre or Mecteoh and
in Vitro Diagnos$io Cooperative In all study citec?

Pleace cee Information button for further detallc.

Yes  @No

N
)
e

Pieaso soo Information button for further detalls.

&b. Do you wich to make an applioation for the ctudy fo be conciderad for NIHR Cilinical Recearch Network (CRN)
Support and Inclucion In the NIHR Clinloal Recearoh Network Porffollo?

Ploace cee Information button for further detallc.
(d}YB (Q‘-No

The NIHR Clinical Research Network provides researchers with the practical suppovt they need 1o make cinkcal studles
happen in the NHS e g. by providing access 1o the pecpis and faciites neaged 10 Camy out research %on the ground”.

¥ you select yes S0 this guestion, you must complete 3 NIHR Ciinical Research Network (CRN) Portfolio Appication Form
(PAF) immediately after completing this project fiter question and tefore submitting offver applications. Faling fo complete
the PAF ahead of other appiications e.g. HRA Approval, may mean that you will be unable fo access NIHR CRN Support for
your study.

&. Do you pian fo Include any particlpants who are ohlidren?

Date: 06/02/2020 2
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IRAS Fomm Referemoe IRAS Version 515
i 150 P L e

(Yem o

T. Oz pona plian of aity slege o1 e projes? b uikdedske Inbruskee neseasch Insoiing sduls eesilng capsdly kb consanl
e hemaalva?

(e o

Brrawar Yax i pou pli o recna! ng paccipants sped IS or ssear who lick capealty, o 19 et B i e dudy inlosng

e ety Domue TAmVeE 0 peve ol et mrery ATire apohc sitce o Smeg reede o e Dofidert ey Adanyy
Group o ne s de e cmTamen e el p of corfisen ek Ty o Engleed sy PYaer Flerme conel Be pusdeaoe noter or
¥y informmalion on B fegel farworks by reasarch im'viog sdhuils Icking capeofy n S LA

A. Do ol plan B inclide any paricl paits wihe are SHscfen of young offense. 0 B cotedy of HE Prisoh Serdcs of
who afe cffenders susefvised by e probalon sarvics In England of Wales 7

(Yem o

0. I e sy of iy par? of It buing urderaken o ah educalional peoject?
Ye (ko

Pl Serecribe bialy e imechesrment of tha sbuderiia )

o o= i baing ored erbakoen i par of o Doctorale In Gliskcal Paychology @ Laccaster Unbveraity.  Scocsidingsy,
Ee e el crdersne e megily 2l Be wore i releSen o iErafreel, dele colscton, sraves aed g of Be
frmal repor] wilts Ba auppert and naud of Ba ressech aed fleld seperviscm.  The skeder] b allghla B unde b e T
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IRAS Form
s L e

Imt=gratad Ascearch Applloation & yeiem
Apploation Fomm for Recsarch Imeolsing gualitative mesthaede only

Fiawrss refwe (D e E-Sobevienon et Checkda Wmibe oy emiruciom on sebmdbeg iy sepiicebon

Fhe Che! I-vaubgalm should corcists B form, Sudence on the guesfiom n eeleb e s~e-wver pou sae this
wymbel dupayed Ve recommaed resdng tae puideroe el The comprls pudares s 5 glossany e aklbie by
salacting Help

Floass defire oy e of scrosyrmm B might not be Tamilar B by ncdersers of e epplicaties.

Barl Hila and verskon himbar (med mus 70 chemectens - thin will be needted a Baadar on ol S|
Lhing = ol =l prompts aopiorsiics of dececs mekng sksitas

Fipasr compieir tbese deleiy afler pou e Soched’ e EC apphioeiicn B ewes

FEC Maimi:

FEC Fafaiaros Kiumibe: Subirnieddin Srke:

I —

&'l Full B84 of S resadch:
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20NW0103

Doctorate In Cinical Psychology

Name of educational estabilshment:
Lancaster University

4-6

IRAS Version 5.15

Name and contact detalls of academic supervison sy

Aocademio cupervicor 1

The Forepamefinitisis Sumame

Dr Gulliermo Perez Aigorta
Address

Post Code
E-mall
Teiephone
Fax

Aocademio cupervicor 2

The Foremame/initials Sumame

Dr Anna Duxbury
Address
Post Code
E-mall
Teiephone

Fax

Aocademio cupervicor 3

Tiee Forenamelinitials Sumame
Dr Suzanne Hodge

Address

Post Code
E-mall
Teiephone
Fax

detals are shown comectly.

Fiease state which academic supervisons) has responsibiity for which student(s):
Please ack "Save now™ before compieting this fable. This will ensure that all of the stugen! and acagdemic supernvisor

Studentic) Aocademio supervicor(c)

Student 1 Mrz Emma Fowler [WADr Guliermo Ferez Algorta

ADr Anna Duatbery

Date: 0610272020 S
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|| [WVADr Suzanne Hodge II |

A copy of @ cumment CY for the student and the academic supervisor (maximum 2 pages of A<) must De submitted with the
appiication.

A2-2 Who will act ac Chief invectigator for thic ctudy?

¢ Stugent

@) Academic supervisor

Tite Forename/initials Sumame

Dr Guillermo Perez Algorta
Post Lecturer
Quaifications
CRCID ID
Empioyer
Work Address

Post Code

Work E-mall

* Personal E-mall
Work Teiephone

* Personal TelephoneMobile
Fax

* This Information Is aptional It wi¥ not Se placed in the pudilc domain or disciosed 1o any other thind party without prior
consent.
A copy of @ cumert O fmaximum 2 pages of A4) for the Chief lnvestigaior must be submitied with the application.

A4 Who Ic the contaot on behalf of the cponcor for all correspondence reiating to applloations for thic project?
This contact wil receive coples of all comespondence from REC and HRA/RAD reviewers that /s sent fo the Cl

Thie Forenamelinkisis Surmname

Address

Post Code

Telephone
Fax

AS-1. Recearoh reforonce numbers. Fiease give any relevant references for your study:

Date: 06/02°2020 6
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IRAS Form Reference: IRAS Verslon 5.15
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Applicant's/organisation’s own reference number, e.g. RE D (I
avaliable):

Sponsors/protocol number: na
Frotocol Version: 0.1
Frotocol Date: 13122018
Funder's reference number (enter the reference number or state not
appicabie)

Project

webske: na

na

Adational reference numberi{c):
Ref.Number Description Reference Number
n's n'a

Registration of research studles Is encouraged whersver possibie. You may be able to ragister your study through
your NHS organisation or @ regéster run by @ medical research chanty, or putiish your profocol through an open
access publisher. If you have ragistersd your study piease gve getalls In the “Adcitonal reference numbers)”
section.

AS-2 ik thic appioation linked to a previows chudy or another ourrent application?
(OYes  @No

Pilease give brief detalis and reference numbers.

np*dhmmy mmummm we gok & number of
ﬂmmm*p-*u“d-mmomu
membery of the public. Ploass re>d Me guidance notoes for advice on thi section.

AZ-1. Summnary of the ctudy. Ficase provide a brief summary of the research (maximum 200 words) using language
easily understood by Ry reviewers and members of the putlic. Where the research /s reviewed by 3 REC within the UK
Mwmmmmmmuumm the Heath Research AuthorXy (HRA)
website following the ethical review. Pisase refer fo the question speciic guidance for this question.

Almost one milion peopie are living with the effects of a brain nfury In the UK. Somelimes peopie wiho have
experienced a brain njuries have restricions placed on them when they 9o into hospital, or in a care home, o keep
them safe or 1o make sure they get support.  These resricions can Include someone sitting with them for long
periods of time, meadication that has sedating effects or locked doors wihin the buliding that the person can't open on
ther own. Sometimes the amount of restriction used amounts to a deprivation of the person's Iberty.

This s a feasbilty study that wil trial 3 tool designed to support decision-making. The fool is intended to be used by
professionals whose role Is 10 decide If someone with a brain injury can consent 10 their care amangements. The ool
s designed to prompt consideration of psychoiogical factors that could be relevant to clients in order 10 enhance the
accuracy and thoroughness of professional decisions. The tool Is not intended 10 replace existing practice or
procedures and wil not determine clent treatment or care.

A group of Mizen decision makers wil try out the tool for two months. They wil be recruited from rehablitation units
and through relevant professional forums and social media. Focus groups will then be heid to explore how
participants used the 100, whether it was easy 0 use and If it was usefd. We will run at least two focus groups with
between two and six peopie In a group.  Groups wil last for approximatety SO minutes. ¥ anyone can not attend a
group we wil ntenview them Individually aboet their experiences for approximately S0 minutes. Findings wil be
shared formaly and nformally to heip influence and shape practice.

| A2-2. summary of main ksues. Piease summarise the main ethical, lega, or management issues arising from your study |

Date: 06/02'2020 7
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and say how you have addressed them.

Not af studles ralse significant Issues. Some studies may have stralghtforward ethical or other lssues that can be ldenttied
and managed routinely. Others may present significant Issues requiring further consideration by @ REC, HRA, or other
review body (as appropriate fo the (ssue). Studies that present 2 mindimal Ask fo participants may ralse complex
orpanisational or legal Issues. You showld fry fo consider al the hpes of Issues that the different reviewers may need
consider.

Recruitment

Nmmmumummmuus_ Independent professionals will
be recruled from adverts posted on relevant social media sites Inciuding professional online forums. Where onine
forums and sodal media is used, the student wil create an account specifically for the research and not use their
personal account. FParticipants expressing an Interest in the study wil be sent an information sheet and consent form
by email from the researchers work emal address.  Potential participants wil be abie 1o emall or phone (via a
university-aliocated mobile phone) the researcher 10 ask any questions about the research.  Consent forms can be
returned by email or by post 1o the researcher's universRy address. Fifieen participants will be recrulted and a
minimum of two focus groups wil be conduciad. The Iterature Iindicates that this should result in optimal data
saturation whist aliowing for some atfrition during the research.  Everything wil be done to recrult this number of
participants however, ¥ & is not possibie, guidance and Iterature indicates that 3 minimum of eight people Is required
10 obtain usefd data for research of this design. Specifically, this research will uses a gquestion route containing
scripted quesSions, Is interested in participant's experiences, wil recrul participants with some homogeneRy In terms
of professional context and will not undertake very fine grained analysis. A minimum of eight should therefore obtain
suiclent data to successfdly in answer the research question (Guest, Namey & McKenna, 2017). Where possibie
groups wil be made up of four or five paricipants to balance the need 20 cbtain both rich and interactive data. Where
this is not feasible groups of between two and six wil be held as this represents the minimum recommended number
10 achieve useful Interactive data (Morgan, 2013)

Participants may need 10 alocale some addBional time 20 using the %ol and Incorporating It in ther practice.
However, professionals who decide to participate wil seidetermine how and when they utlise the tool. Ris
anticipated that It wil be used 10 support decisions In complex sRuations and that it wil faciltate effect and eMcdent
dedision-making by providing clear guidance about what to consider, informed by legisiation and psychoiogica
theory. It'wil not change or determine client care or treatment aibeit that it is intended o enhance the quaity of
decisions that professionals are aready required 10 make within ther role.

Participants wil aiso be asked 1o aliocate time to attending a S0 minute focus group. Practical difficuities that could
arise In aliocating the time to using the 100i or In attending a group will be overcome by providing thorough detalis on
the project and the rationale for using the tool with cients.  Morsover, consideration wil be given to running more than
two focus groups (with a minimam of two participants) If this is more convenient to participants. It will be the choice of
the professional whether they participate and, If responding 1o an advert, it wil be the professional that Initiates contact
with the student researcher. This will minimise the likeilhood of them feeing pressurised or coerced nto giving their
time, sither by the researcher or thelr empioying organisation. Participants wil be given regular cpportunities to
contact the researcher or field supervisor 10 33k questions before agreeing to participate and whilst riaing the tool.
Further, focus groups or interviews will be scheduled at a time that s as convenient 10 the partidpants as possbie. To
encourage recrutment, potential paricipants will be

Confidentiaiity
Quotes from participants wil be used In academic submissions and any subsequent publications. Participants will
be made sware of this and informed that that every effort will be made %0 ensure that information in the report can not

ideniity participants or their clients. For Instance, potential quotes will be scrutinised to ensure that they dont
reference names, locations, organisations or details about diient crcumstances. Further, participants wil have the
opportunity %0 review quotes before they are Included In the Tnal report.

To minimise the likeilhood of any ident®ying paricipant or client information being shared in discussions or interviews,
a detaled summary of confdentiaity wil be given verbally and in written form before focus groups and Inferviews. ¥
confidentiaity needs 0 be breached because the student researcher or the assistant psychologist supporting the
focus groups belleves that they, or ancther person, s at risk of harm, paricipants will be made aware of this. They wil
3i30 be made aware If any member of the ressarch team feels it Is appropriate 10 share Information about poor
practice disclosed during discussions that could compromise dlient care.

Any reference to names, organisations, or any clent information, will be carefuly removed from anonymised
tanscoripts.  To elucdidate data and provide context, referance o the professional role or assesament setting might be
made In the analysis and discussion. However, this will not be done where there Is only one person recrulted fom a
particular profession or seting.  Transcripts wil use participant assignment idengfication {ID) numbers instead of

Date: 06/02/2020 8
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names. These numbers wil be stored separate 10 audio fles. Regular meetings will 3i30 be held between e
shudent researcher, chief investigator and academic supendsors 1o discuss any practical or sthical concems.

Data confidentiailty wil be maintained by using secure methods of transfer inchading encrypted eguipment.
Participant assignment ID numbers, audio fles, transcripts, consent forms and any other document related to the
project wil be password protected and stored on Lancastier UniversRy's encrypted network. Data wil be backed up
using the Universiy's virtual private network (VPN).  audo flies will be transcribed and analysed on the researcher's
personal iaptop using the University's VPN. Al paper documents including consent forms and notes made by the
focus group moderation team (made up of the student researcher and an assistant psychologlist) will be typed up, or
scanned, by the researcher on the Universy's nebwork winin one week and dsposed of using the University's
confidental wasie services. On compietion of the project all amonymised research data wil be stored on the
University's encrypted network for ten y=ars. The Doctorate In Cinical Psychology programme will be responsibie for
storing and deleting the data once the researcher has submiied the thesis and compieted the course.
Accordngtly, there are no anticipated issues with processing identfiable data.

Informed consent

Participants wil be given time 1o consider If they want 10 participate.  This will be at l=ast two weeks or untt
recruitment is compiete. Farticipants will be informed verbaly and In the Information sheet that they have a right o
wihdraw their participation up unti the focus group. Paricipants will also be informed that they can withdraw their
data from the final report up-10 two weeks after the focus groups.  Anyone taking part in individual interviews wil have
up-to two weeks afer the interview 10 withdraw ther participation.  Farticipants wil be using the assesament tool with
some of ther clients.  Clients have the right %o refuse 10 paricipate In a capacRy assessment and participants wil be
encouwraged 0 use their professional jJudgement in instances where the use of the ool may be unheipfud or contribute
10 any client distress.  Morsover, participants wil be asked to seek 3 clent’s verbal consent 10 Include the 100l a3 part
of their professional guidance / support documentation. Clients wil be offered the option of iooking through e 100l
as part of this process or the opportunity 10 ask that a nominated person, for exampie, 3 famiy member iook over It for,
or with, them. Consent will be recorded In dinical notes %o protect thelr confidentiailty and ensure that their detals are
not shared with members of the research team.  If they refuse consent the tool will not be used as part of their
assessment. Professionals will aiso be dscouraged from sharing any client detalls during data colection.  All of
which iz In Iine with how ey would be expected to act as part of ther practice as usuyl.

Rizks and burdens

It is not anticipated that participants will experience discomfort or harm as 3 resul of taking part In this study.
Inconvenience wil be minimised by amanging focus groups at a time and venue that suls them and the researcher or
supervisor will be avaliable to answer guestions at any point during the study. It is anticipated that groups wil take
place at the end of existing meetings organised by iocal health networks or special interest groups.  These meetings
usually take place within health premises (offices or hospiais). Questions asked will not be intentionaly sensitive or
distressing. However, the process of sharing experiences might elicit discomfort ¥ using the tool was experienced as
challenging or as highighting arsas of practice whers improvements could be made. ¥ partidpants experience any
distress during a discussion or nterview they wil be made aware that they can stop or pause the nterview or
discussion at any time. The researcher will aiso stay mind®ut of any distress that might be eicled and decide
whether to stop a discussion or interview. The researcher, where appropriate, will draw on cinical skiiis to support
participants and provide 3 containing space for them to share their views. Participants wil be provided with a debrief
sheet after discussions that wil Include nformation about sources of support where needed.  Supervision wil be
used where necessary o idendify additional sources of support for participants where required.  The focus group
moderation team (e researcher and an assistant psychologist) will debrief from discussions at the end of focus
groups and supervision will be used for this purpose where needed.

Lone working

It i3 not expected that there wil be any risks 10 the researcher or the focus group note taker who wil make up the focus
Qgroup moderation team. Data collection will take place at health premises and the Lancaster University Lone
Working Folicy wil be adhered to Swoughout this project. This includes the use of Skyguard lone worker protection
l=chnoiogy. A universfy emall and mobile phone wil be used when communicating with participants. ¥ any
Information s shared that could cause distress 10 the participant or researcher, academic supervision wil be used to
discuss this. The person supporting the focus group, which Includes taking some basic notes, wil be an assistant
researcher about any issues ralsed by e project who wil seek advice from ther supervisors where required.

Service related Issues

Triailing the ool may requirs the dacision maker to spend mors ime on an assessment than they might ohensise
do. However, the tool is intended 10 be used Sexbly o enhance practice and o it with client and organisational
crcumstances. Further, paricipants ars only baing asked 10 fry the 100l wih approximately three peopie In a short
window of time and participants can seek support with using the 100l from the researcher at any ime. Accordingly, it
should not be sxperienced a3 burdensome, deprive other clients of Sme Of r&SOUNCEs O create resource dMouties for

Date: 06/02/2020 9
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organisations. The best use of practitionsar Sme and resources wil be made by arranging focus Qroups or nterviews
at a time that best sults ther needs and requirements.

Confict of Interest

The field supervisor may know, or have a professional relationship with, one or more participants as they wil be
recrulied from the same NHS Trust or local area.  As such, the Seid supervisor wil not have access o any paricipant
data and wil not know who has been recruited to the study. Participants will 320 be Informed of this. The fieid
supervisor will only have access to data once It has been analysed. At which point, themes arsing Tom the data will
be made avallable 1o them. It i3 not expecied that academic supervisors wil know or be aware of study paricipants.
Should this occur howewer, cars will be taken to ensure hat ranscripts or audio recordings hat they review do not
Include these participants. This Is only Tkely 10 apply to Dr Duxtbery who i3 supporting data analysis.

A7. 3slect the appropriate methodoiogy decoription for thic recearch. Piease tick all that apoly:

[7] Case series/ case note review

[ ] Gase control

[ ] Comort cbsenvation

| ] Controlied trial without randomization
[ ] Gross-sectional study

[ ] Database anaiysis

| ] Epidemiciogy

[7] Feasuity! piict stuay

| ] Laboratory study

[ ] Mietanalyzis

W Quaitative research

[V{ Questonnaire, interview or cbservation study
|| Randomized controlied trial

[ 7] Other (please specity)

A10. What ic the principal recaarch quectioniobjective? Please put this In languages comprehensible fo 2 Aay person.

Is @ 100l designed 10 support capacity assessments with peopie with an acquired brain injury around ther admission
10 hospkal or a care home experienced as practical, acceptable and useful by dedsion makers?

A11. What are the cecondary recearch quectionciobjectives If applloable? Ficase put this o language compretensible o
3 lay person.

The ressarch is Interested Inc

Acceptsbiity of the tool:

1) How do assessors of mental capacity (decision makers) respond to using the tool with peopie who have an
acquired brain Injury In a hospital or care home setting” For sxample, was the 100! used? If 30, how ofen was it used
and In what drcumstances?

2) Were some sections of the tool percelved as useful or not useful by decision makers?

Praccalky
3) Couid It be used by decision makers within services?

Impiementation:
4) Are there groups of decision makers that might benett the most from the tooi? For example, declsion makers with
imited experience in undertaking capacly assessments or with limited knowiedge of neurcpsychoiogical funcioning?
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Cinical utiity / limted efficacy testing:

5) How eflective might the tool be In improving practice based on decision makers' experience of using 17 (Inclading
whether the fool can provide a supportive structure, raise awareness of information or knowiedge gaps or Increase the
accuracy of professional judgements)

A12Z What Ic the colentifio juctiNoation for the recsaroh? Picase put is v language comprehansibie 1o 3 lay person.

From a legal perspective the Mental CapacRy Act 2005 (MCA) states that a person Iacks capacty 1o make a specific
decision If hey have a mental imparment and are unabie 10 make the dedsion at the time R needs o be made
(Mental Capadty Act: Code of Fractice, 2005). Recent scrutiny of formal capacity assessments has highighted that
they are ofien of poor quaity and freguently do not comptly with statutory requirements (Naional institute for Health and
Care Exceilence, 2014).

Challenges In the assessment of capacity In practice are exempified when assessing the capacRy of peopie with a
brain injury, particularly In Instances where the person has reduced insight and difficulties with executive function
(Britizh Psychological Society, 2018a).  Executive functions (E7) are higher-order thinking skiis Ike planning,
organising, seif awareness, sequencing actions, monitoring behaviour and inhibRicn.  in 3 heaith context, d*iculies
wih insight, particularty Insight Into EF defcis, folliowing brain injury can transiale as clients denying the presence of
any dffculties (anosognosia). ARematively, the person may be abie 1o describe their impairment and the advice they
have been given about coping with changes in function but have dfficulty drawing on this knowiedge In real ife
situations (Inteliectusl insight wihout emergent or anticipatory skils). This laRer scenario has been descrbed as a
thinking'doing dissociation or the “frontal lobe paradox” (Walsh, 1585). The prevelance of this phenomenon Is
unciear as no formal data collection has been undertaken o date.  However, some authors have speculated that as
much a3 57% of peopie with a brain Injury experience Issues with insight or seif-awareness (Oden, Bergio®, Levin, &
High, 1938).

Using interviews as the sole method of capacity assessment in drcumsiances where the person has insight
di¥iculies s problematic (George & Gibert, 2018). For exampie, where verbal fuency and social communication
skiis have been retained after injury, this paradoxical presentation can be overicoked as the person can appear
unaffected by ther Impairment in conversation (Srtish Fsychological Society, 20183; George & Glibert, 2018).
However, functonal difficuities might stil be present and therefore falling o enguire Info Issues Tke functional skilis
with the person's famiy, fiends or professionals can prevent disrepancies between what a clent can do, against what
they report, coming 1o ight.  Comsequently, decision makers can be left with a skewed perspective on the question of
whether the person can understand, use and weigh nformation reivant 1o the decision (Holloway, 2014; Holioway &
Fyson, 2015). R therefors becomes more likely that the person Is misciassifed a3 having capacly about important
dedsions In their iife, Ike receiving medical treatment or choosing where 10 Ive; sometimes with dire results for them
and ther family (Sritish Pychoilogical Society, 20180; Somerset Safeguarding Adults Board, 2016).

A semi-structured capacity 100l has been deveioped 0 support non-specialist decision makers In undertaking capacky
assessments with people who have complex cognitive difficuities in relation 10 hospRal or care home stays
(Mackenzie ot 3l 2002). The ool has been developed rom post-doctoral research work undertaken In stroke
populations and has been revised in ine with feadback fom experenced professionals working across heaith and
care zenvices over e last decace [ - too s undeminned
both by jegal requirements and neurcpsychological theory.  For instance, the tool assumes that some difficuities in
decision making abiity in compiex presentstions can be expiained by the *frontal lobe paradox” and therefors includes
questions designed 10 gather evidence to estabiish the presence of any thinking'doing dissociation. Itis
accompanied by written guidance that culines threshold levels of understanding requirad 1o make a capacity decision
about hospial or care home stays.

Whiist the 100l InCludes all aspects of the two-stage legal test of capacity and can therefore be used a3 a tempiate to
record formal assessments, It Is anSicipated that its primary value will be as a suppiement to current practice. For
example as an alde memoire.

The tool aims to address chalienges n practice by providing: Awareness of sallent Information for this client group In
relation 1o restrictive care In hospital or a care home; Improved accuracy of professional judgments Srough questions
and prompts intended o cbtan information about cognitve ablities and functional skills and a supportive structure
that scaffolds practice with the aim of increasing professional competence and seif-efMcacy In this area of work over
time. The tool has the potential to improve dient outcomes and increase cost effectiveness In statutory services.
However, & has yet 1o be ormally studied.

This study aims therefore 10 gather exploratory, qualtative information using a semi-structured question schedule in
focus groups and / of Interviews as part of a feasibiity study. Given imited evidence of what works well for decision
makers having Sexible, open discussions with participants should alow for a more detalied understanding of what
might work best both In terms of future research design and support for practice.
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A13. Pleace cummnarice your decign and methodology. ¥ should be cisar exactly what witl happen 10 the research
participant, how many times and in what order. Please complete this section in language comprehensitie 1o the lay person.
Do not simply reproduce or refler 1o the profocol. Further guidance is avaliadie in the guldance nodes.

Design

The study will use a quaitative approach. Participants will iry out a capacity 100! a3 part of their usual practice and
focus groups will be heid to expiore their experiences of using It Two groups of six parScipants will be undertaken.
More than two groups wil be heid with fewer participants If required.  Literature suggests that usefd interactive data
can be achieved with two or three peopie (Morgan 1998). Individual Interviews wil be undertaken where It Is not
possbie for a participant to attend a group. Data will be analysed using theoretical thematic analysis within a ofical
realist (CR) epistemological framework.

Procedure

NHS-empioyed participants wit be recrutted from [ NG -c---noent protessionais wil
be recruted from adverts posted ca relevant social madia sites Inciuding professional online forums.  Participants
work emall address.  Potential participants wil be able 10 emall o phone (via a universiy-slocated moblie phons) the
researchers university sddress. Fifteen participants wif be recrulted and a minimum of two focus groups will be
conducted. The IReraturs indicates that this should result in optimal dats saturation whilst aliowing %or 5ome atirition
during the research. Everytning will be dome %o recrult this number of participants however, ¥ It is ot possiie,
guidance and litersture Indicates that 3 minimum of eight peopie 15 required o obtain usedsd dats for research of this
design. WU.MMMONMIQMMMWW.BWIH
undertake very fine grained anatysis. A minimum of eight should Sherefors cbeain sufficient data to successAly In

Once recrutment i3 compiets, paricipants wil be sent the tool and associated guidance by emall with a reminder of
the study alms.  They will have eight weeks 1o trial the 100l with approximately three clients. Clients will eligibie If they
have an acquired brain Injury and they are medicaly stable. Where possbie and known, the injury will have affecied
the fromtal lobe. Capacity assessments will relate to whether the person can consent %o staying In hospital or a care
home for the purpose of receiving care or freatment.  The care or reatment wil entall resrictions that may amount to 3
deprivaion of Iberty. Farticipants have the right 1o refuse a capacly assessment. Morsover, participants wil be asked
10 seek a clent's verbal consent 1o Inciuding the tool as part of their professional guidance / support documentation.
Clents wil be offerad the option of looking through the ool as part of this process or wil have the opportunity o ask
that 3 nominated person, for exampie, a family member look over It for, or with, them.  Consent wil be recorded In
ciinical notes. ¥ they refuse consent the tool will not be used as part of their assessment.  During the trall period,
participants wil be contacted twice fom a work emall address heid by the researcher o remind them that they can
seeX support or ask questions about using the tool at any time.  Foliowing this, particdpants wil be invied o attend a
focus growp o talk about ther experiences. They wil have at ieast one months notice of the focus group
arangements.

Where possibie groups wil be made up of four or five participants 10 balance the need o obtain both rich and
nteractive data. Where this |5 not feasibie groups of between tao and six wil be heid as this represents the
minimum recommended number to achieve useful interactive dats (Morgan, 2013). These wil last for one and a haif
hours and be audio recorded. Where required, ndvicduyl Interviews wil take place over an howr and also be
recorded. Recordings wil be transcribed verbatim In preparation for analysis.

Participants wil have the cpportuniy to comment on nitial themes and quotes, ¥ they want o, before the final write
up. These wil be sent via emall and paricipants will have bwo wesks to sand any comments they might have.

A14-1. In whioh acpects of the recearch procecs have you aotively involved, or will you involve, patients, carvioe ucers,
andior thelr carers, or members of the publio?

[\ Deszign of the research

[ ] Management of the research

[ 7] Undertaking the research

[7] Analysis of resufts

[\ Dizsemination of findings

[7] Nome of the above
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Give detalis of involvement, or I none please justiy the absence of invoement.

A smal group of adults Iving with the efects of 3 brain njury were approached o provide informal feecback about the
design of the study, Inchading ideas about how the tool could be used and the gquestions asked In discussions.
These aduls shared severdl ideas that have been incorporated into the design.  For exampie, they suggested that
participants be askad how they thought cients and their families responded 10 conversations refated to the
asseszment dool.  This will be Included In the question route.  The aduits consulted have agreed 10 provide ideas
about the dissemination plan before It is finalised. They have asked for feecback about the ndings and this has
been agreed.

4 RIAKE AND ETHICAL 123UE3

A16. What ic the cample group or oohort to be cludied in thic recearoh?

Select all hat apply:

[] Blooa
|| Cancer

[] Cardiovascutar

[7] Congenital Disorders

[ ] Dementias and Neurcdegenerative Diseases
r]ouau

[T]Ear

|| Eve

[ ] Generic Heamn Relevance

[ mtecticn

[ ] fammatory and Immune System

W njuries and Accidents

[ 7] Mental Heamn

[7] Metaboic and Endocrine

[7] Musculoskeletal

mml

[7] Orat and Gastrointestimat

[7] Peedarics

[ | Renal and Urogenial

[ ] Reproductive Heaith and Childbirth

|| Respiratory

ks

[ ] Stroke

Gender: Maie and %smale partcipants
Lower age lime: 18 Years

Upper age it 110 Years

A17-1. Pisace lict the prinoipal Inclucion ortteria (lict the most Important, max 5000 oharacters).
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Participants wil be heaith staff who are already undertaking compiex capacity assessments or who will be required %o
undertake compiex assessments when legal reforms are infroduced (Deprivation of Liberty Safeguards: Code of
Practice, 2008).

Health s2aff will inchude anyone who reguiarly compietes capacity assessments in refation to hospital stays for adults
over 18 with an acquired brain injury prior 10 making an application under the Deprivation of Liberty Safeguards
(DolS). This i3 Ikely 10 Include doctors, senlor nurses, cinical psychologists and ward managers. They may also
nclude DoLS professionals, namely DoLS Assessors who who undertake capacity assessments In relation o
hospital and care home stays as part of DolS appications. Thess are typically psychiatrists who have undertaken an
addional period of study.

Bligible particpants wil be compieting assessments with medically stable paSients (n practice s is likely to be on
specialist brain Injury units) or In a care home (for exampie In specialist care homes for people with aicohol related
brain damage).  They will irial the tool with any client or patient who has experienced an acquired brain injury and who
Is over 18-years-0id and who Is subject to restrictive care practices.  Where possibie, and where known, the brain
Injury wil iInclude injury to the frontal lobe.

A17-2. Pleaca lict the prinolpal exolusion ortteria (lict the moct iImportant, max 5000 oharacters).

Professionals undertaking any decision other tham that reiating 0 hospital or care home stays that invoive restrictive
care practices. Those who are unilkely 10 be undertaking these capacity assessments as part of elher the
Deprivation of Uberty Safeguards (DolS) process prior to legal changes or the Lberty Frotection Safeguards (LFS)
afier the Mental Capacky Act (MCA) Amendment bill comes Into force wil 3is0 be exciuded. Professionals who are
unable 10 speak English or feel that their language or sensory ablities would prevent them from taking part wil also
be excuded.

Professionals working with any client under 18 wil be excluded. Those who are unikeiy 10 be abie o try out the fool
Wwih anyone over the trial period wil 3iso be exciuded as wil anyone who knows they will be unable to attend a focus
group In any circumstances prior to recrulment.

A1E. Qive detalic of ail non-olinkoal Intervention(c) or procedursis) that will be received by participants ac part of the
recearch profoocl. These include seeking consent, inferviews, non-cinical observations and use of Questionnaires.

Fiease compiete the columns for each ntervention/procedure as follows:
1. Total number of interventions/procedures 10 be received by each participant as part of the research protocol.
2. If this intervention'procedures would be routinely given o participants as part of ther care outside the research,
how many of the 1otal would be routine™
3. Average time taken per Intervention/procedure (minetes, hours or days)
4. Detals of who will conduct the intervention/procedures, and where it will take place.

interveniion or procedurs .23 .4

Reading of advert or invitation 1o participate 1 0 5 Partcipant. Participant's
workplace

Reading of partcipant information sheet 1 0 10 Partcipant. Participants
workplace.

Froviding consent to paricipate 1 0 5 Poartcipant. Participant's
workplace.

Reviewing the tool and associated guidance In preparation fortnying the 1 0 30 Participant and Chief

too! with clents. Seeking clarification and guidance from the researcher Investigator {trainee Clinical

and supervisors where necessary. Psychologist). Participant's
workplace.

Using the tool with at least three clients a3 part of o capacity assessment 1 0 S0 Participant. Participant's
workplace.

Reading emall from Chief Investigator offering support whist the tool Is 1 0 5 Portcipant. Participant's

tried ot In practice workplace.

Farticipating In a focus group or interview 1 0 S0 Chiefinvestigator. Location
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and date convenient o the
partcpants.

Reading of debrief sheet 1 0 5 Porticipant. Address
selecied for focus group or
nterview.

Reviewing InRial themes arising from analysis and providing feedback 1 0 30 Participant. Participant's
(participant can seiect not to do this ¥ preferred). workpiace.

AZ1. How long do you sxpeot saoh partiolpant {0 be In the chady in fotai?

Participants may be In the study for 3 maximum of twelve monihs from recrultment 10 recelving the study cutcomes.
They wil be requirad 1o familarise themseives with the 200! and Iy it with around three clients, which should take
approximately two hours. This Is fexbie however, depending on how the participant chooses to use the tool in their
practice.

Participants wil attend a focus group that wil last for SO minutes or an interview lasing S0 minutes. Parcipants will
have the oplion of reviewing initial themes arsing fom the data and providing their feedback. This may take
approximately 30 minutes.

AZ2 What are the potential ricks and burdens for recaarch participanic and how will you minimice them?

For ai studies, describe any pofentia! acverse effects, pain, discomfor, disiress, infrusion, inconvenience or changes
0 Mestyle. Only descride risks or burdens that cowld occur as 3 result of participation in the research. Say what steps
would be faken fo minimise risks and burdens as far as possible.

Healh professionals are busy, with imited time in ther schedule 0 support research.  Whilst Bis study wil
endeavowr to keep the added demands of participation In this research to a minimum, (both %o participants, clents
and empioying organisations) participants wil be required to Iy a new and unfamiiar 1001 in their practice and atend
2 focus group.  Both of which wil create some demand on their ime. However, it Is not anSicipated that this wil be
overty-burdenzome and participants wil be able o contact the researcher 1o ask quesSions at any point in the s2udy.

The research guestion Is, In part, concemed with understanding how the tool best works for practiBoners.
Accordingly, there will be no expectation that the tool wil be used In a way that constiutes a significant deviation from
praoctice as usual instead, the 100l wil be promoted as 3 practical aide memoire of factors to be considered In
compiex assessments. The tocl can be compieted as a formal document where this is feit 1o be helpful by
participants or used 10 structure notes. Otheraise & can be act as a mental checkiist prior to, and during,
conversations. The tool asks hat decision makers anguiate information gained from client interviews with
professional assessments or family report.  However, this is not beyond the exising legal reguirament and should
not require more han a brief conversation or reading of a report.  To encourape participation, participants wil be
made aware that they wil have free access o the tool afer the study Is compiete and wil be entered info 3 prize draw
of £50 10 acknowiedge their contrbution. Local organisations and team managers have Indicated that they would
be happy to lend their support for the project, which would Include providing relevant support to paricipants to take
part where needed.

The IReraturs indicales that professionals can feel a sense of cbilgation 10 participate In research (Graham, Grewal,
& Lewis, 2007). Full and informed consent wil therefore be sought, which wil include giving adeguate Sme to think
about whether people want 1o be mvoived and 10 ask questions. R wil 3is0 be made clear In the information sheet,
and In verbal discussions, that deciding not to participate will not affect their work or emplioyment in any way.

R s not anticipated that paricipants wil experience discomfort or harm as @ result of taking part in this study.
Questions asked wil not be intenSionally sensiive or dstressing.  However, the process of sharing experiences
might elicit discomfort ¥, for example, using the ool was experienced as challenging or If & highiight=d areas of
practice where improvements could be made. To minimise and manage any distress or dscomort the researcher
wil provide emal and teiephone contact detals that paricipants will be encouraged 10 use ¥ they have any queslions
or concems during the study. Where necessary, advice wil be sought fom supervisors about how best %o support
participants. During discussions, the researcher wil wllise clinical skiis to contain difficult emofions and to ensure
discussions remain consructive. Debrief sheets wil contain information about ocoupation healh services and
relevant support charities and, where needed, professionals will be encouraged to seek support from their GP or
Work supervisor. Regulsr meetings will 3iso be heid between the researcher and academic supervisors to disouss
any practical or ethical concems.

Farticpants who attend a3 focus group can withdraw heir participation any time leading up to the focus group. After
participating In the focus group they can withdraw ther data from the fnal write up within teo weeks of contributing to

Date: 06/02/2020 15




ETHICS SECTION 4-17

IRAS Form Reference: IRAS Verslon 5.15
20NW0103

he discussion.  Participants who contribute their views a3 part of an iIndividual Iinterview wil be abie to withdraw ther
participation up-io two weeks after the Interview.

AZ3. Wl nierviews) quectionnaires or group dicowssionc Inolude toploc that might be cencitive, embamaceing or
upcetiing, or ks it poccibile that oriminal or other dicolocures requiring action cowid coour during the study?

(OYes  @No

A24 What ic the potential for benefit to recearoh participants?

It s hypothesised that the 100l will provide useful psychoiogical information and a more structured approach o
assessments, which shouid increase the ikellhood of sound decision making and confidence on the part of decision
makers. The potential benefits for participants therefore Inciude Increased seif-eficacy in this aspect of ther practice
and a supportive structure within which they can gather comprehensive assessment data In compiex crcumstances.
It s anticipated that the dients of participants wil experience @ more comprehensive quality of care and addiional
safeguards to ther wellbeing.

It i3 hoped that the results of the study will help organisations, research funding bodies and policy makers to betier
understand how 10 support professionals when undertaking complex assessments and make informed decisions
about whether 10 undertake wider research on this tool.

A28 What are the pofential ricks for the recearchers themcelvec? (¥ any)

It 1z not expectad that there will be any rizsks o the researcher or the assistant psychologist supporting the focus
group. Nevertheless, the Lancaster University Lone Working Folicy wil be adhered %o Swoughout this project.
Namely, the chief investigator will ensure that any venue identified for 3 focus group or interview conforms 0 the Health
and Safety at Work Act 1974 and the Management of Health and Safety at Work Reguistions 1333 by undertaking a
suticient risk assessment of the safety and securfly of the premises and jocal area.  The lone working electronic
system Sxyguard, empioy=d by the Clinical Psychology programme team, wil also be utlised for the research and the
assistant psychologist supporting the focus group.

Any skuation where lone working Is inadvisabie will be avoided, such as the use of confined spaces, and a project
supervisor wil be contacted In the unikely Instance of discussions or interviews taking place asay from a hospital
site. A universy emall and moble phone will be used when communicating with participants.

If any information Is shared that could cause distress 1o the paricipant or researcher academic supervision wil be
used to discuss this. The assistant psychologist supporting the focus group wil have the opSion of taiking to the
researcher about any issues ralsed by e project who wil seek advice from ther supervisors where required.

A27-1. How will potential participants, reccrdes or camples be identified? Who will oary thic out and what recourcec
will be uced ?For example, identification may Invoive a disease register, computen'sed search of GP records, or review of
medical records. indicate whether this wii be gone by the airect heathcare feam or by researchers acting under
amangements with the responsibie care crganisation(s).

The researcher wil contact local NHS Trust neuro-rehabilitation units, rehablizaon wards, and DolLS assessors
acrozs the 10 identify unit, service managers or professionals
with the authorRy to agree to members of their service, In principle, paricpating In the study. They wili be contacted by
the researcher fom a work emall and, where possibie, by phone and with their agreement sent the research advert. It
s envisaged that these heaith leads wil forward the advert o peopie In their service who might be sigibie to
participate. The advert will Inciude the researcher's work contact detals and peopie will be encouraged 10 contact the
researcher 10 sxpress an Inter=st in participating.

The same advert will be posted on appropeiate social meda sii=s ncluding professional discussion forums.
Namely, Facebook, Twitter and the online health and care forum The Knowledge Hub. Adverts wil be posted from
accounts set up specifically for the research and not sent fom the researcher's personal accounts.  Once potentisl
participants have sxpressed an Interest in participating they will be sent the study Information sheet and consent form.
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As part of the consultation undertaken on the research design, connections were made with some service managers
and independent professionals who have already expressed an interest In supporting the study. Service managers
wil be send the advert to be forwarded 0 potentiai participants and independent professionals will be sent the
nformation sheet and consent form.

No personal data other than the participants workplace or working emal address will be known or used before they
have consentad 10 taking part In the study. Emall addresses and names wil only be known to the researcher.

AZ7-2. Wil the icentifioation of potential partiolpants involve reviewing or corsening the identifiable perconal
information of patients, cervioe ucers or any other person?

(Yes @'Nec
Please give detals below:

No. Participants wil either respond 20 the advert directly to the researcher or they will aiready be known 10 the
researcher because of a previous expression of interest in supporting the study.

AZE. Wil any participants be reorutied by publiolty through pocters, leafiefs, adverts or webcitec?

@ Yes (ONo

¥ Yes, piease give detalis of how and where publicky wiVl be conducied, and enciose copy of all advertising maderia)
(nith version numbers and dates).

An advert has been devised for the study that wil be posted on the website Knowiedpe Hub (waw.khub.net) an
Information sharing platform for pubic service professionals. It may also be shared via Facebook
(www.facebook.com) and Twitter (Twitter.com) communication piatforms from accounts set up specifically for the
researcher. The researcher will not use their personal accounts or page for this pupose.

The advert will 3iso be sent to, and shared via, service managers with their consent 1o be shared wih professionals
In their service who might be sligbie o participate.

A28 How and by whom will potential participants firct be approsched?

Participants wil be recruled In ree ways. Independent professionals who have already expressed an interest in

supporting the research a3 part of the design consultation wil be approached by the ressarch through & work emall.
The email wil Include the nformation sheet and consent form for their consideration.

Local service managers who have also expressed an interest in support the research will be contacted In e same
way. The emall will Include the advert

The third route wil be to advertize on soclal meda piatforms.  Where necessary, Facebook, The Knowiedge Hub (an
onine forum for heakth and care professionals) and/or Twitter wil be used and advertisements will be send from an
account operated by the researcher and set up spectficaly for the research - and not fom the researcher's personal
Sccounts or pages.

Peopie respondng to the advert wil nitiate contact with the ressarcher 10 express heir interest In particpating.

AZ0-1. Will you cbtain Informed concent from or on behalf of recsaroh partioipants ?
@Yes (N0

¥ you will be obéaining consent fom adult particpants, piease give detals of who wil fake consent and how T wil be
done, with detals of any steps fo provide inftvrmation (a written information sheet, videos, or Inderacive maderial).
Amangements for adults unadie 1o consent for themselves showld be described separately in Part 8 Section 8, and for
chiddren In Part B Section 7.

¥ you plan fo seek informed consent from vuineradie groups, say how you will ensure that consent (s voluntary and
fuly Informed.

All participants wil be provided with an Information sheet and a consent form for the study from the researcher's
academic emal account to their workpiace emall. Consent forms can be compieted and posted o the researcher at
e University or emaled to the researcher's academic emall address.  Where consent forms are sent via emal, the
emall wil be treated as a proxy for 3 written signature If the person has no emal signature they can use. In these
Instances the emall and the consent form wil be saved securely. Only the researcher will have access 1o these.
Once the research i3 compiets and the prescrbed time as passed, members of the Doclorate in Cinical Psychology
programme t=am wil access them In order to permanently delete these documents from the servers. Al no time will
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the fieid supervisor have access to this data.
Full and informed consent wil achieved by providing adequate time 10 think about whether peopie want to be Invoived
and 0 a3k questions. It wil ais0 be made clear in the Information sheet, and In verbal discussions, that dediding not

0 participate Wil not affect thelr work or amployment In any way. It Is envisaged that these measures will prevent
participants feeling pressured or coerced nfo consenting to participate.

Pieasze enciose 3 copy of the Information sheet('s) and consent formys).

A30-2. WIll you record Informed oconcant (or advios from conculteec) in wrifing?

(OYes (@No

I No, how wil & be recorded?
Some consent forms may be signed in writing by participants If that Is Sheir prefarence.  ARematively, participants
can choose to retum their completed form by emal which wil 3t 33 3 signature If they do mot have an slectronic
signature that they can add o the document. These emalls will be saved alongside the person's consent form on

secure university servers.

AZ1. How long will you aliow potential partiolpants fo decide whether or not {o take part?

ends.

A32-1. What arrangements have been made for percontc who might not adequately understand verbal explanatione or
written Information given In Englich, or who have cpeolal communioation needc ?(2.g. transiation, use of Nnfepreters)

abiities would prevent them from taking part will be exciuded fom taking part.

AZE. What clepe would you take If a parfioipant, who hac given informed concent, locec oapaolty to concent during the
study? Tick one option only.

() The participant and all idensfiable data or issue colectad would be withdrawn fom the study. Data or tissue which

I not identifiabie 10 the research team may be retained.
(») The participant would be withdraan from the study. ident®abie data or tssue already collected with consent would
be retained and used In the study. No further dats or tissue wouwld be cofiecied or any ofher research procedures camied

out on or In relation to the participant.
(_» The participant would coninue to be Inciuded In the study.

(_)Numlmte-mmwmtbemtmmmnmm
() Not appicable — It I3 not practicable for the research team to monitor capacky and continued capacky wil be
assumed.

Further gefafs:

I¥ you plan fo refain and make further wse of identffable datatissue following Joss of capacily, you should inform
participants about this when seeking thelr consent inttiady.

In this eestion, persural dats meens any Gata ralating to 8 partiolpant who could potsntially be Mantited. 1 neludes
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A3 How will you encure the confidentiaiity of perconal dafa?Piease provide a general statement of the policy and
procedures for ensuring confidentiaity, e.g. anonymisation or psevdonymisation of data.

The chief investSgator and researcher will be comply with the EU General Data Frotection Reguiation (GDPR) and the
UK Data Protection Act (2048) In order to ensure that personal data is kept confidential.

Once recrulbment is compiete, paricipants wil be assigned a participant identification (ID) number and wil be sent a
short form (excel sheet) on which %o compiete demographic data and o record days and times that might be sutable
for them 0 attend a focus group. The form will ask them 10 record ther role, whether they undertake assessments in
hospitals, cars homes or both and the number of years of experience they have had In this area of work.  This should
be retumed to the researcher by emall.  Demographic data will be compiled onto one excel spreadsheet and saved
onio the secure University network. At which pont, emalls and Individual demographic sheets returned by
participants will be deleted. The document hat Ists e 1D number assigned to each paricipant wil be kept separate
from ofher documents and password protected.  The excel database and any other anonymised document, Including
the transcript, wil only use the person's 1D number.

Interviews wil be transcribed anonymously. Original recordings wil be taken using @ microphone and the
researcher's personal laptop or, In the case of Individual Interviews using a recording devise.  They will be ransferred
Immediately fom the researcher's personal laptop or the recording devise via the University's VPN and saved using
the University's encrypted network. ' Where this Is not possibie, the recording will be ransfemed onto an encrypled
memory stick using password protection and saved a3 500n as possible onto the University's encrypted network. In
the meantime the encrypted memory stick will be stored securely In 3 locked cabinel.  In the case of indhvidual
nterviews, recording devizes will be kept In 3 locked cabinet In the researchers home until they can be stored on the
the University's network.  This wil be done witnin one week. Flie coples of audio recordings wil be deletad once the
project has been submitiad and examined. Other research data will be retained for up 0 ten years as electronic
documents on Lancaster Universiy's encrypted network.  The Clinkcal Psychology programme team at Lancaster
University wil be responsibie for deieting the data after f=n years once the thesis has been submitted and the
researcher has compieted the course.

A40. Who will have acoecs fo participants’ perconal data during the ctudy? Whers access (s by IngdWduals ouwtsige the
direct care feam, please jusity and say whether consent wil be sought.

Basic demographic information wil be stored on an anonymised spreadsheet using participant 1D numbers. Client
names and commesponding 1D numbers will be saved separately, and securely, on universRy secure servers.  Groups
discussions or iIndividual interviews stored on the University’s network will only be accessbie to the researcher and
academic supervisory team. Before this, ¥ the researcher peeds to save audio Sies onto an encrypted memory sick
or retain interviews on a recording devise, they wil be stored securely In 3 locked cabinet n the researcher's own
home and transferred o the University Network as soon as possbie.  Only the researcher will access this. The
academic supervisors wil have access o recordings and o anonymised transcripts o ensure the thoroughness and
trustworthiness of the analysis process. During the study, names of participants wil only be accessed by the

researcher and the focus group moderation assistant and only the researcher will have access o participant contact
detalls.

A41. Where will the data generated by the ctudy be analyced and by whom?

Transcribed, anonymous data saved and password protected on the Universky network wil be anaiysed ether on
University competters or the researcher's personal lapiop using the password protection and encrypion and via the
University's VPN. Transcripts and results of the analysis will be accessed and reviewed by academic supervisors
using Lancaster University computers.

AAZ. Who will have confrol of and act ac the cuctodian for the data generated by the ctudy?

mmmanm
Dr Gullermo
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A43. How long will perconal data be clored or acoocced after the ctudy hac ended?
()Less than 3 months
)3 -5 months
()6~- 12 months
()12 months - 3 years
(_)Over 3 years

A44. For how long will you clore recearch data generated by the chady?

Years: 10
Montrs: O

A4S Pleace give detalic of the long term arrangements for ctorage of recsarch data afer the ctudy hac ended.Say
where data wi¥ be stored, who witl have access and the arangements 10 ensure securty.

On compietion of the research project, research data and consent forms will be stored electronically on Lancaster's
University's encrypted network for ten years. The Cinical Psychology programme team will be responsibie for
deleting the data once the thesis has been submied and the researcher has compieted the course.

Personal data other than consent forms will be destroyed after the shudy Is compiete.  Original audio recordings will
be deleted from the encrypied memory stick [If used) as quickly as possibie onto the Universy's encrypted network,
otherwise & wil be saved directly onto It using the researcher's personal computer via the VEN once interviews or

discussions are compiete. Electronic coples of audio Ties wil be deleted once e project has been submiied and
examined.

A42. WH recearoh participants receive any payments, reimburcement of expences or any other benefitc or Incentivec
for taking part In thic recearoh?

{?:;. Yes { JNo

If Yes, piease give details. For monetary payments, Indicate fow much and on what basis tis has deen determined.

Professionals are being asked 1o give time out of busy working lives to try the tool and attend either a S0 minute focus
group or 50 minute intenview. This Is consistent with feasiblity research but more than many  gualitative studies and
R was |udged important to acknowiedge this.

Therefore, particpants will have free access to the ool once the study Is compiets and wil be entered nto 3 £50 prize
draw a%er contributing their views. It wil be made clear that Inclusion In the draw i3 only dependent on their attending
a group or imterview and not dependent on the views they choose 1o share.  The draw wil be made by a member of

the University research t=am not invoived In the study who wil seiect a plece of paper at random on which the a
participants ID number will be written.

A47. WHll individuai recsaroherc recelve any perconal payment over and above normal calary, or any other benefits or
incentivec, for taking part In thic recsaroh?
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(OYes @No

A43. Doec the Chief invectigator or any other invectigator/coliaborator have any direct perconal Involvement je.g.
financial, chare hokding, perconal relationchip ofo.) In the organications cponcoring or funding the recearoh that may
give rice {0 2 possible confliot of interect?

@Yes (ONo

If yes, piease give detalls including the amount of any monetary payment or the basis on which this wil be calculated:

Neither the Chief investipator or researcher has not had any personal involvement In the organisations sponsoring or

funding the research that might give rise to a conflict of interest.

However, the fieid supervisor, Dr Janice Mackenzie, designed the ool that we hope 10 study In s research.  Further, it
can net be guaranieed that participants wil not have had personal contact with Dr Mackenzie in their working practice.

As such, Dr Mackenzie wil not be made awars of the names of any participants and wil only have access o research

data once It has been ancmymised and organised into themes.

A42-1. Wil you Inform the parficipants’ General Practitioners {(andior any ofher health or oare profeccional recponcibie
for their oare) that they are taking part In the stuady?

()Yes @No

¥ Yes, please enciose a copy of the information sheetfetier for the GP/health professiona! with 3 version number and date.

AS). WH the recearch be regictered on a publio databace?
OYes @No

Please give getalls, or jusity ¥ not registering the ressarch.
The intention wil be to publish the results of the research in 3 pubiic joumal. The chief iInvestigator Is not ware of
any public database on which & would be sultable %o register the study.

Registration of research studies Is encouraged wherever possitie.

You may be atie fo register your study thvough your NHS arpanisation or @ register run by @ medicai research chanty,
or publish your prodocol hrough an open access publisher. If you are aware of 3 sutabie register or other method of
publication, piease give detalls. ¥ not, you may indicate that no suadie register exists. Please ensure that you have
entered registry reference numbers) in guestion AS-1.

AS1. How do you Infend to report and dicceminate the recults of the chady? Tick as appropriate:

[v4 Peer reviewed sciensnic journais

[Vimterna report

[] Conference presentation

[ ] Pubication on website

["]other publcation

[ ] Ssbmission to reguiatory authorities

[ ]Access 1o raw data and right 1o publsh freely by ail Investigators In study or by Independent Steering Commitize

on behalf of 3l investigators
["]No pians 1o report or disseminate the results

[V{Other (piease spectty)
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A summary of the resuits of the research wil be provided 10 participants and they will be made that they can request a
copy of the research section of the thesis. Verbal feedback of the results wil probabiy be shared with stakehoiders
and 3 summary of results wil aiso be made avalabie to them. Feedback wil be given at professional networking and
deveiopment events and to other researchers were appropriate.

IRAS Form

AE2 If you will be ucing identifiable perconal data, how will you encure that ancaymity will be maintained when
publiching the recuttc?

Every efort wil be made o ensure that quotations or discussion exiracts used from audio data does not identify
participants or ther clients/patients.  This wil be made expiicit to participants in the information sheel

AE3. WHll you Inform participants of the reculic?
@Yes  (ONo
Please give getals of how you will inform pavticipants or Justfy If not doing so.

A summary of the results will be provided to paricipants and they wil be made swars hat ey can request a copy of
the research section of the thesis.

AB4. How hac the colentifio quality of the recearch been accecced? Tick a5 appropriate;

|| moepencent extema review
[ Review within 3 company

[ | Review wizin a muiti-centre research group

[ViReview winin the Chief investigator's insstution or host organisation
[V{Review wimin the research team

[V{Review by educationsl supersor

["|Other

Justity and describe the review process and outcome. X the review has been undertaken but not seen by the

researcher, give detalis of the body which has underiaken the review:
The project was reviewed by the researcher’s academic and fieid supervisors, including the chief investigator, and

feadback provided. The research proposal was anonymously peerreviewsad by e research t=am at Lancaster
University's Doctorate in Clinical Psychology programme and approved.

For afl studies except non-goctoral student research, piease enciose @ copy of any avallatie scientifc critique reports,
fogether with any reladed comespongence.

For non-doctoral student research, please enciose 3 copy of the assessment fom your educational supendsorn insttution.

AES. What ks the campie cize for the recearch? How many paricioants/samples/data records do you plan fo study in
Sotal7 If there /s more than one Qroup, please give Avther detalis below.

Total UK sampie size: 15
Total mtemational sampie size (Including UKX: 15
Total In European Economic Area: 15

Further getals:
It is expected hat the study will involve two focus groups of participants comprising six in each.  An additional Bhree

peopie will be recrulied to aliow %or any attrition during the project.  The study will recrult a sample of senlor hospial or
DolS assessors who meet the inclusion criteria using a purposive sampling method.

AS0. How wac the campie clze decided upon? ¥ a formal sample size calculation was wsed, Indicate how this was done,
@ving sufficlent information fo JustYy and reproduce the calcwation.
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Morgan (2010) recommends approximately six paricipants per group across two or more groups for topics that are
sensiive or compiex in nature, with an adaRtional 20% to provide for afrfon during the study. As such, 1S participants
wil be recrulied.

AB2. Pleace decaribe the methode of analycic (clatictioal or other appropriate methode, o.g. for qualitative recsarch) by
whioch the data wil be evaluated fo meet the ctudy objectivec.

Theorstical thematic analysis (TA) wil be usad 10 code and organise the data into themes. Sraun and Clarke (2005)
describe TA as a method for identifying, analysing and reporting patterns In quaitaive data. It has been successiuly
used in heaith research in the service of inerpreting the experience of heaith professionals (Fugard & Potts, 2015).
Furthermore, TA Is Independent of theory and episiemoiogy and therefore provides a fiexibie system that can be
appled across qualitative methods. This makes It a suRable analytical tool to synthesis and make sense of
information shared In the focus groups, individual interview data (where taken) and ideas and notes arising from
discussions heid by the focus group moderation f=am.

Non-verbal communication expressad In 3 focus group setting can be analysed and used 10 answer research
quessions alongside words (Braun & Clarke, 2005; Gorden, 1375).  However, given the time and resource constraints
mherent in this study and the sxperience level of the researcher only obvious non-verdal communication such as
audibie sighs or loud comments will be Included n this analysis. The researcher wil familarise themselves wkh the
content of the data Swrough repeated reading and reflecion and codes wil be assigned. Codes wil be draan
fogether and compared, examining how they reiate to variation beteeen participants and across groups (Kitzinger &
Barbour, 1933). Themes wil then be developed and refined through supervision and through feedback from
participants.

Ehaskar's (2016) %our planes of social being moded, rooted In critical realism epistemoiogy, will be used 1o heip
frame, organise and understand the themes that emerge from the data. This model assumes that thers are four
aspects of human ife; our Ives In reiation to the natural worid, our experiences In the context of open sockal structures,
ourseives in ntemersonal reiations with others and our inner being (Ehaskar, 2018).  These last three planes wil
support data analysis by scaffoiding the researcher's refiections on how organisational systems, professional
reiationships and inner experiences might have Influenced the degree 1o which the 00l was perceived as usefus. For
transparency of intempretation and data integrity any assumptions heid by the researcher or decisions made during the
analysis will be recorded in a reflective jounal will be kept and discussed within supervision (Braun and Clarke 2013).
For transparency of ntempretation and data integrity any assumptions heid by the researcher or decisions made during
the analysis wil be recorded n 3 reflective jounal will be kept and discussed within supervision (Eraun and Clarke
2013).

T Ay S e P h |
_.;'{‘ =7 L

N v

Ag3. Other key invectigatorciooliaborators. Piease include aVl grant co-appiicants, profocol co-authors and other key
members of the Chief investigator's feam, including non-docioral student researchers.
Ttie Forename/ini%als Sumame
Dr Suzanne Hodge
Post Lecturer
Cualificaions
Employer Lancaster University
Work Address
Post Code
Telkephone
Fax
Mobile
Work Emal

Date: 061022020 24




ETHICS SECTION 4-26

IRAS Form Reference: IRAS Version 5.15
20NW0103
Ttle Forename/ini¥ais Sumame
Dr A2 Duatbery
Post
Cuaiifications
Empioyer
Work Address
Post Code
Telephone
Fax
Mobile
Work Emal
Thie Forename/ni%als Sumame
Dr Janke Mackenzie
Post
Quaiifications
Employer
Work Address
Post Code
Telephone
Fax
Mobile
Work Emal
AB4-1. Sponcor
Lead Sponcor
Status: O NHS or HSC care organisation Commercial status:  yon-
, Commercial
() Academic
O Phamaceutical iIndustry
C y Medical device industry
() Local Authortty
O Other social care provider (Including voluntary sector or private
organisation)
If Other, piease spechly:
Contact percon
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Name of arganisation Lancasier UniversRy
Given name
Family name
Address
Towrycity
Post code

Country
Telephone
Fax
E-mall

ASS. Hac external funding for the recearoh been ceoursd?

Please Uk at ieast one check box.

[ ] Funding secured from one or more funders

F lemmh.ndnoappucuontooneormoreﬁmeﬂlnms
[W4 No appication for external funding will be made

What type of research project is this™
() Project that Is part of 3 programme grant
-:-'.Prqec:huls part of a Centre grant
(_) Project that Is part of 3 fellowship personal award’ research training award

Other — piease state:

ASS. Hac recponcibiitty for any speoifio recearch aotivitiec or procedurec been delegated fo a cubcontraotor (other
than a cosponcor liciad In AB4-1) 7 Ficase ghve detalls of subcontractors If appicadie.

()Yes @ No

AR£7. Hac thic or a cimilar appiication been previoucly rejected by a Recsaroh Ethlioc Commnittee In the UK or another
country?

(OYes @No

Pieasze provide 3 copy of the unfavouratie opinion letfer(s). You showd expiain In your answer 1o question AG-2 how the
reasons for the unfavourable opinion have been addressad in this application.

-~ .

Ag2-1. Glve detalic of the lead NHE RAD ocontaot for thic recaaroh:

The Forenamefnkiais Surname

Crganisation
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Address

Post Code

Work Emal
Teiephone

Fax

Mobie

Details can be cttained from the NHS RAD Forum webske: Mip www. roforum. nhs uk

AZ2-1. How long do you expeot the cfudy to lact In the UK?

Flanned start date- 17022020
Flanned end date: 02/032020
Tota duration:

Years: 0 Months: 6 Days: 15

AT1-1. ks thic chudy?

() Singie centre
@) Muitcentre

A71-2. Where will the recearoh take place? (Tick as appropriate)

™ England

["] Scotiana

[7] wates

[7] Northern Iretand

| ] Other countries in European Economic Area

Total UK sites In study

Doec thic frial Invoive countriec outcide the EU?
.:":- Yes .,’?'. No

A72 Whioh organicationc In the UK will hoct the recsarch?Ficase indicade the fype of organisation by ticking the box and
gve aporoximate numbers If known:

[\ NHE crganizations in England 4
[ INHS organisations in Wales

[]NHS organisations in Scosand

[]HSC ompanisations in Northern Ireland

[ 1GP practices in England

[]GF practices n Wales

[GP practices i Scotiand

I | GF practices in Northem Ireland

| ] deint heaith and social care agencies (eg
community mental healh t=ams)
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[ Local sumorttes
[]Phase 1 trisl units
[]Prison estabishments
[ ] Prebation areas

[ ndependent (private or vokintary sector)
organisations
nmnm

[]independent research units
["]Other igve detalis)

Total UK skes in study: K

AT2-1. Wil potential particlpants be identified through any organications other than the recearch citec Scted above?
(OYes (@No

A74. What arrangements are In place for moniforing and audifing the conduot of the recsaroh?

The research supervisor and research director for Lancaster University's Cinical Psychology Doctoral programme wil
monkor the conduct of the research.  The Principal InvesSigator at each site wil also be responsbie for ensuring the
professiony and ethical conduct of the researth.  Academic researchers wil review all aspects of the final report n
addiion o providng feedback on nlal codes and themes a3 part of the analysis.

Participants wil be made awars that If they have any complaints, Concems o Ssuss with the research then they can
contact the research direcior for the Doctorate In Cinical Psychology programme at Lancaster UniversRy.

Note: m this question to NIKS indemiey cianes (n<iude equvalent schames provided by Heatth and Socis! Care
(H5C) In Narthern iralsnd

ATe-1. What arangements will be made for Incurance andior Indemnity to meet the potential legal lablity of the
sponcor(s) for harm to participants arising from the management of the recsaroh? Fisase fick box(es) as applicable.

Note: Where 3 NHS organisation has agreed 10 act 85 SpONSOr O CO-5ponsor, indemnlty is provided through NHS schemes.
Indicate If this apples (there s no need % provide documentary evidence). For all other sponsors, please describe the
arangaments and provide evidence.

| INHS indemnity scheme will apply (NHS sponscrs only)
[V Other insurance or Indemnity arrangements will apply (give detalls beiow)

Lancaster UniversRy's legal llablity cover will apply
Pieaze ancziose 2 copy of relevant documents.

~

A7E-2. What arrangements will be made for Incurance and/ or indemnity to moet the potential legal llability of the
sponcoris) or smployer(s) for harm to partiolpants aricing from the decion of the recearoh? Fiease tick boxfes) as
applicable.

Jpte: Where researchers with substanttve NHS employment contracts have designed the research, Indemnlly is provided
through NHS schemes. indicate If this applies (there Is no need o provide documentary evidence). For ather profocol

nmsmmmmmmnmmm
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[WA Other insurance or Indemnity arrangements will apply (give detalis beiow)

Lancaster UniversRy's legal liablity cover will apply
Piease enciose a copy of relevant documents.

A78-3. What arangements will be made for Incuranoe and/ or iIndemnity to meet the potential legal lability of
Invectigatorciocilaborators aricing from harm to partiolpants in the conduot of the recearoch?

Node: Where the participants are NHS patients, indemnily /s provided through the NHS schemes or trough professional
indemnily. indicade ¥ this applies 20 the whaole study (there IS no need o provide documentary evidence). Where non-NHS
sites are fo be included in the research, including private practices, please describe the amangements which wif be made o
these ses and provide evidence.

MmswmamlmmmmmaMBMmm
Research includes non-NHS sies (give detalls of nsurance) indemnlly armangements for these sites below)
|

Pieaze encioze 3 copy of relevant documeants.

A72. Could the recearoh lsad fo the development of a new productiprooecs or the generation of intelisotual property?

@ Yes (INo () Not sure
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Ploace enfer detalic of the host organications (Looal Autharky, NHS or ofher) In the UK that will be recponcible for the
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understand that the summary of this study wil be published on the website of the Healh Research Authory
(HRA) together with the contact point for enquiries named below. Publication wil take piace no earfler than 3
months afer the Issue of the ethics committee’s fnal opinion or the withdrawal of the appication.
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triais approved by the HRA since 30th September 2013 (as defined on IRAS categories as cinical trials of
medicines, devices, combination of medicines and devices or other cinical rials) have been registered on a
publically accessibie register in complance with the HRA registration requirements for the UK, or that any
deferral granted by the HRA stil applies.
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Using an assessment tool to support capacity assessments undertaken remotely in the
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Academic supervisors: Dr Suzanne Hodge [

and

Dr Anna Duxbury, |

Field supervisor: Dr Janice Mackenzie, Consultant Clinical Neuropsychologist, ||l

Introduction

The Mental Capacity Act 2005 (MCA) states that a person lacks capacity to make a
specific decision if they have a mental impairment and are unable to make the decision at the
time it needs to be made (Mental Capacity Act: Code of Practice, 2005). In order to be
deemed unable to make a decision, there must be a reasonable belief that the person is unable
to understand information relevant to the decision, to retain it, to use and weigh the

information or be unable to communicate their decision (Mental Capacity Act: Code of
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Practice, 2005). People who undertake assessments under the Act are called decision makers
(Mental Capacity Act: Code of Practice, 2005).
Professional issues relating to capacity assessment

Recent scrutiny of formal capacity assessments has highlighted that assessments are
often of poor quality, are insufficiently thorough and frequently do not comply with statutory
requirements (National Institute for Health and Care Excellence, 2014). Whilst guidelines
recommend that health and care professionals receive sufficient support to undertake
assessments that are commensurate with their role, such support is rarely adequate and can
lead to professionals experiencing reduced self-efficacy in this area of practice (Mental
Capacity Act: Code of Practice, 2005; National Institute for Health and Care Excellence,
2018).

Some people who lack capacity and who are being accommodated in hospital or in a
care home have considerable restrictions imposed on their liberty for the purpose of receiving
care or treatment (Deprivation of Liberty Safeguards: Code of Practice, 2008). To date, such
circumstances have required independent assessment (including a capacity assessment) by
Deprivation of Liberty Safeguards (DoLS) assessors (Deprivation of Liberty Safeguards:
Code of Practice, 2008).

An amendment to the Mental Capacity Act 2005 passed into law in 2019 will require
hospitals, in most instances, to assess someone’s capacity to consent to care regimes that
amount to a deprivation of their liberty themselves as part of an internal process to determine
whether the patient’s care is lawful (Mental Capacity (Amendment) Act, 2019). There will
be a requirement for many health providers (including NHS hospitals) to establish processes
that amount to peer review in which someone with relevant knowledge and experience within
the organisation reviews the capacity assessment completed and decides whether there is
sufficient evidence to support the conclusions reached (Mental Capacity (Amendment) Act,
2019). Until the changes come into force (the exact date is, as yet, unclear) the existing
arrangements will apply, in that independent Deprivation of Liberty Safeguards assessors,
commissioned by a relevant local authority, will undertake capacity assessments in hospital
settings where the circumstances include restrictions that may amount to a deprivation of
liberty (Deprivation of Liberty Safeguards: Code of Practice, 2008).

Capacity assessments in the context of complex psychological and neuropsychological
difficulties

Challenges in the assessment of capacity in practice are exemplified when assessing

the capacity of people with reduced insight and difficulties with executive function (British
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Psychological Society, 2018a). Psychological insight (or awareness) can be defined as an
understanding of an impairment and of how it has affected relationships and/or functioning in
daily life (Markova & Berrios, 1992). Reduced insight is a recognised sequela of many
cognitive impairments including traumatic brain injuries (TBIs), alcohol-related dementia
and some strokes, with some clients experiencing a complete absence of insight, known as
anosognosia (Ownsworth, McFarland, & McYoung, 2000; Vuilleumier, 2004). Crosson et al.
(1989) were the first to propose a multi-dimensional model of insight, which describes three
interdependent and hierarchical levels. The three levels are described as: Intellectual
awareness, or the ability to acknowledge that a specific function is impaired; emergent
awareness, an ability to recognise difficulties as they occur and to monitor performance and,
finally, anticipatory awareness, where someone has sufficient foresight to anticipate problems
resulting from functional deficits (Crosson et al., 1989).

The causes of insight difficulties are only partially understood (Belchev et al., 2017).
There is broad agreement that both organic and psychological factors play a role, albeit there
is no unifying theory of how these processes might interact to predict problems in insight
(Belchev et al., 2017; Bivona, Ciurli, Barba, Onder, & Azicnuda, 2008). For instance,
damage to the frontal lobe, or to fronto-temporal-parietal circuits in the right hemisphere of
the brain, has been found to correlate with insight problems and psychological processes,
including defence mechanisms such as denial (employed to prevent the recognition of
distressing aspects of the self) have also been identified as playing a role in some instances
(Belchev et al., 2017; Moro, Pernigo, Zapparoli, Cordioli, & Aglioti, 2011; Vallar & Ronchi,
2006; Vuilleumier, 2004).

Beyond these difficulties, it can be a complex task to synthesise legal principles of
assessment with neuropsychological knowledge and translate these ideas into real client
contexts (George & Gilbert, 2018). For example, questions still remain about whether the
concept of being able to “use” information as part of the decision making process in law is
compatible with psychological theories of insight (Dunn, 2013; Mental Capacity Act: Code
of Practice, 2005).

Undertaking remote capacity assessments related to care and treatment arrangements
as part of a DoLS application in the context of a global health crisis

In March 2020 the United Kingdom (UK) government implemented a range of
measures to respond to a global health pandemic caused by the virus COVID-19 Corona
virus, to protect the health of citizens and manage statutory resources (Office, 2020). Many

services and organisations have taken the decision to undertake desktop, or remote, capacity



ETHICS SECTION 4-41

assessments in order to avoid face-to-face visits with clients and patients in vulnerable groups
in circumstances where this would jeopardise their health or that of the public (Mithran,
2020; The Hon. Mr Justice Hayden, 2020). The strong message from the government and
judiciary is that remote assessments are acceptable in sub-optimal conditions (Department of
Health and Social Care, 2020). In the midst of the current crisis there is little research or
practice guidance available for capacity decision makers who will be expected to radically
change their practice by either interviewing clients or patients via video conferencing or
phone or, in some instances, by gathering evidence from third parties who know the person
well (The Hon. Mr Justice Hayden, 2020).

At the time of this study additional formal guidance is expected from the Department
of Health and Social Care (Ruck Keane & Scott, 2020). In the interim two key guidance
documents have been made available to professionals and organisations involved in DoLS
assessments that have a very broad scope (Department of Health and Social Care, 2020; HM
Government, 2020). A clear message is that the Mental Capacity Act and Deprivation of
Liberty duties apply during the pandemic (HM Government, 2020) and that the ethical
principles of minimising harm and accountability, particularly in relation to transparency as
to how decisions are being made, are amongst the values to be foregrounded during this time
(Department of Health and Social Care, 2020). In the meantime, health and care services are
having to create processes at speed to respond to discharge their responsibilities as best they
can in the circumstances (Mithran, 2020; Ruck Keane & Scott, 2020). For instance, local
authority managers and legal professionals are recommending that, where necessary, other
sources of evidence be drawn on when making decisions about the person’s capacity to
consent to their care and treatment arrangements (Ruck Keane & Scott, 2020).

In crisis situations there is often insufficient time to abide by usual decision-making
processes (Sayegh, Anthony, & Perrewé, 2004). The quality of the decisions made by
professionals have been theorised as influenced by a range of psychological, personal and
environmental factors including: Experience in the role; the quality and clarity of the
guidance or information available; the extent to which the crisis creates significant negative
or threatening emotion in the individual and degree of existing professional self-efficacy and
tacit knowledge possessed by the professional in their role (Agor, 1986; Bulttriss, 2015;
Elbanna & Fadol, 2016; Gist & Mitchell, 1992; Hadley, Pittinsky, Sommer, & Zhu, 2011,
Khatri & Ng, 2000; O’reilly, Lain, Sheehan, Smale, & Stuart, 2011; Sweeny, 2008). In a
research context, a model by Seyegh, Anthony and Perrewe (2004) brings these elements

together and predicts that positive and structured organisational support, tacit knowledge,
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self-efficacy and a perception of a crisis as, to a degree, an opportunity to find innovative
solutions can combine to improve the quality of decision-making and professional judgement
in crisis circumstances. Accordingly, their model will frame this research.

A new tool to support remote capacity assessments in relation to care arrangements

A capacity tool in the form of a semi-structured interview has been developed to
support professionals undertaking capacity assessments (Mackenzie, Lincoln & Newby,
2008) and this has been adapted to assess capacity remotely with people who have complex
cognitive difficulties in relation to hospital or care home stays that involve restrictive care or
treatment arrangements. The tool has been developed from post-doctoral research work
undertaken in a stroke populations and has been revised in line with feedback from
experienced professionals working across health and care services over the last decade
(personal communication with Dr Mackenzie, May 2019).

The tool is underpinned both by legal requirements and neuropsychological theory.
For instance, the tool assumes that some difficulties in decision making ability in complex
presentations can be explained by reduced insight and limited executive function and
therefore includes questions designed to gather evidence to establish the presence of these
factors are impacting on the person’s capacity. It is accompanied by written guidance that
outlines threshold levels of understanding required to make a capacity decision about hospital
or care home stays and provides ideas for how to use in practice.

Most professionals are required to record assessments on prescribed organisational or
legal capacity assessment documentation. Accordingly, whilst the tool includes all aspects of
the two-stage legal test of capacity and can be used as a template to record formal
assessments, it is anticipated that its primary value will be as a supplement to current
practice. The tool aims to address challenges in practice by providing awareness of salient
information, improved accuracy of professional judgements and a supportive structure

The aim of the research, therefore, is to establish the feasibility of using an
assessment tool to support remote capacity assessments with people with a cognitive or
psychological impairment in the context of admission to hospital or a care home in
circumstances where restrictions are in place. The research will answer the following

question:

Is a tool designed to support remote capacity assessments with people with a psychological
or cognitive impairment around their admission to hospital or a care home experienced as

practical, acceptable and useful by decision makers?
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Method
Design

Information is required to determine whether it will be beneficial to professionals to roll-out
this capacity assessment tool as part of larger-scale research. As such, a feasibility approach
will be taken in this study (Bowen et al., 2009). A qualitative design will be employed using
focus group methodology.
Focus groups can facilitate the development of participant views through

interaction, which can enrich their, and our, understanding of the topic (Krueger, 2009).
Interaction in groups has been posited as encouraging autonomous and communicative
reflexivity between people and it is this reflexivity that can facilitate the elaboration of ideas
between people (Archer, 2000). Morgan (2010) found that focus groups can create a sense of
cohesion and belonging between participants; creating a space that feels safe to share views
and opinions. This can be especially useful in exploratory research as it allows for the
examination of opinion in greater depth through interaction and discussion (Frey & Fontana,
1993). A criticism of focus groups is that there can be a lack of internal consistency in the
data arising from group interaction, such as participants changing their minds (Onwuegbuzie,
Dickinson, Leech, & Zoran, 2009). Krueger (1998a) has argued, however, that this is a
misunderstanding of the value of focus group methodology and that the development of ideas
provides valuable data to researchers.

From a pragmatic perspective it might not be possible for some participants to attend
a focus group given they are likely to be busy professionals working in different localities.
Further, changes in how health and care workers undertake their duties has meant that may
professionals are working remotely (Office., 2020). Whilst every effort will be made to
arrange face-to-face groups at a time and date that suit participants, other provisions will be
made to accommodate practical and national considerations that might affect this plan.

Where needed, online web conference technology will be used to facilitate
synchronous group discussion. Web conferencing can provide the scope to hold shared, real-
time discussion during which rich interaction data can still be obtained as participants have
the option of both seeing and hearing each other (Tuttas, 2015). There appears to be no
theoretical literature relating to group size in these circumstances. However, researchers
have found that discussions amongst professionals can work in smaller groups as they often
seem able to talk more freely and limiting group size in this context to five people can make
managing technical challenges easier (Finch & Lewis, 2003; Tuttas, 2015).
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Provision will also be made to undertake individual interviews either in person, where
possible, via web conferencing or over the telephone. There is evidence of this approach
being undertaken successfully in other research and it should ensure that a variety of
viewpoints are captured in instances where it is not possible for certain roles to be
represented in a group (Lambert & Loiselle, 2008; Pamphilon, 1999). It will also provide an
alternative option for professionals who might prefer not participate in online conferencing or
for whom it is not possible. Focus groups and individual interviews are methods that are
theory-independent and can therefore both be informed by the critical realism paradigm
underpinning this study (Alderson, 2016). Both methods can also lend themselves to
thematic analysis as an analytic technique, which should allow for data synthesis without
compromising the trustworthiness of the analysis (Lambert & Loiselle, 2008).

Participants will have one week after receiving an email or advert to decide whether
to participate in the study. Once recruited, participants will have six weeks to trial the tool.
The timeframe was decided on after conducting a scoping exercise with potential participants
in health and care settings. They confirmed that they would typically undertake at least three
assessments over this period. In order to ensure data is obtained from participants who have
had a good opportunity to use the tool, participants will be asked to use it with approximately
three clients. However, this will not be prescriptive as participants might have important
contributions to make about the tool regardless of the number of times it has been tried.
During this time, participants will be able to contact the researcher to clarify aspects of the
tool or to ask practical questions about it. Moreover, participant will be contacted twice
throughout the trial period to act as prompt to ask any questions that participants might have
about the tool. This will happen after one week and then again four weeks into the trial.
There is a possibility that this could influence whether the tool is used. However, the email
will be clear that the purpose of the contact is to encourage questions. To prevent any
interactions between the researcher and participants from influencing results it will made
clear that questions or queries should relate to practical aspects of the tool. During this time
focus groups will also be arranged in accordance with preferences expressed by clients
wherever possible.

Where possible, participants will be contacted at a six, and then again at 12, month
interval following the study to establish whether the inclusion of the tool had an impact on
client/patient care or outcomes. This will be done by email. DoLS assessments are typically
discrete pieces of work that do not require the same assessor to have continued contact or

input into the person’s care. Further, this research is being undertaken as part of a
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professional qualification that will be complete after the study has been assessed. Therefore,
follow-up might not be practically feasible. In these instances, additional research studies
will be considered that include a longitudinal element.

Fifteen participants will be recruited and a minimum of two focus groups will be
conducted. The literature indicates that this should result in optimal data saturation whilst
allowing for some attrition during the research. Everything will be done to recruit this
number of participants however, if it is not possible, guidance and literature indicates that a
minimum of eight people is required to obtain useful data for research of this design (Guest,
Bunce, & Johnson, 2006). Specifically, this research will uses a question route containing
scripted questions, is interested in participant's experiences, will recruit participants with
some homogeneity in terms of professional context and will not undertake very fine grained
analysis (Guest et al., 2006). A minimum of eight should therefore obtain sufficient data to
successfully in answer the research question. Where possible groups will be made up of four
or five participants to balance the need to obtain both rich and interactive data. Where this is
not feasible groups of between two and six will be held as this represents the minimum
recommended number to achieve useful interactive data (Morgan, Ataie, Carder, & Hoffman,
2013). Where groups are conducted online, there will be a maximum of three people per
group to facilitate useful discussion (Finch & Lewis, 2003; Tuttas, 2015).

The researcher will make arrangements for focus groups or interviews, honouring the
preferences of participants wherever possible, and notify participants of the date, day and
time of the focus group by email, follow-up phone call or text between work phones. Text
notifications or reminders has been found to be particularly effective when interacting
remotely with participants (Tuttas, 2015). This will be done no later than one month before
the focus group is due to take place and a reminder will be given the day before the group or
interview. A scoping exercise has indicated that many health rehabilitation professionals
attend the Greater Manchester Operational Delivery Network (ODN) meetings that take place
at regular intervals throughout the year (gmnrodn.org.uk) or participate in local specialist
interest groups that also meet regularly. There is an indication that professionals who oversee
these forums may be able to host focus groups as part of regular scheduled meetings.
Support for travel including reimbursement of public transport costs or mileage claims will
be provided by the University.

Where the participant is not able to attend a focus group, arrangements will be made
to conduct an individual interview at a mutually convenient time and date. Everyone taking

part will be offered the chance to participate in a group. In the unlikely event of it not being
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possible to arrange any groups, individual interviews will be undertaken with all participants.
The researcher will undertake all individual interviews and facilitate all groups. As with
focus group discussions participants will be able to have a break or stop individual interview
at any time. They will be provided with the same information as focus group participants
after the interview, including the debrief sheet.

Groups will last approximately one hour and be facilitated by a focus group
moderation team comprising the researcher (who will act as the facilitator) and an assistant
psychologist who has expressed an interest in supporting the research. An hour is the least
amount of time recommended for a focus group and has been selected to minimise the
demand on participant time when they are already experiencing additional practical and
psychological pressures (Morgan & Bottorff, 2010). The assistant psychologist will have
been provided with some informal training in undertaking this role by the researcher. This
will include information and tips on moderating focus groups learned from previous
experience in undertaking focus groups as part of a previous academic assignment and from
independent study. The researcher will go over the content of this informal training with
supervisors beforehand. The assistant psychologist’s role will be to take brief notes of what
is said in the groups alongside their observations of any notable or obvious group dynamics
or non-verbal communication.

A question route has been developed for the focus groups, informed by the research
question and comprising 11 questions, in line with focus group best practice
recommendations (Krueger, 2009). A question route is preferred over a topic guide as it is
more structured and systematic and, therefore, likely to result in more comparable data across
groups and individual interviews where required (Krueger, 2009). If there is an indication
during data collection that some questions are not working well, for example if a question
results in silence within a group or irrelevant talk, they will be reviewed in supervision. The
question route includes introductory questions, key questions and ending questions. As
recommended, they will all be uni-dimensional, with no synonyms, and positive questions
will be placed before negative questions (Freeman, 2006; Krueger, 1998b). The question
route includes options in the script so it can be adapted to either face-to-face on web-based
discussions (Tuttas, 2015).

Data will be collected across multiple sources and will comprise:

- Recordings of the group that will be transcribed by the researcher

- Field notes taken by the moderation team that will include the assistant psychologist’s
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reflections on the group, notes made by the researcher from the moderation debrief
meeting and any additional participant comments shared at the end of the group

- Researcher’s reflective journal

An individual interview schedule has also been developed comprising 10 questions. The
questions reflect the same topic areas as the question route but the wording, introduction and
summary has been designed to reflect individual discussions. Both the group question route
and individual interview schedule will be tested for simplicity, clarity and directness both
with the research team and potential participants or non-researchers. Questions will be

revised as needed.

Stakeholders have been consulted on the research design. This has included people
who have a cognitive impairment and who live in a specialist care home. Each person had
experience of having their capacity assessed. There was no evidence to suggest that these
stakeholders lacked the capacity to consent to being consulted about the research and so
capacity, in line with legislation, was assumed. Other stakeholders consulted have included
safeguarding leads and managers in relevant statutory services, local professional
development networks and professionals who undertake complex assessments. In response
to feedback, changes have been made to the setting in which data will be collected to include
care homes and to the capacity tool (which includes some additional guidance).

Participants

NHS-employed participants will be recruited from NHS Trusts across the ||| |Gz
Independent professionals will be recruited from adverts posted on relevant social media sites
including professional online forums. DoLS Best Interest Assessors will also be recruited
from local authority DoLS teams via local managers. Where online forums and social media
is used, the student will create an account specifically for the research and not use their
personal account. Participants expressing an interest in the study will be sent an information
sheet and consent form by email from the researcher’s work email address. Potential
participants will be able to email or phone (via a university-allocated mobile phone) the
researcher to ask any questions about the research. Consent forms can be returned by email
or by post to the researcher’s university address. Fifteen participants will be recruited and a
minimum of two focus groups will be conducted. The literature indicates that this should
result in optimal data saturation whilst allowing for some attrition during the research.

Everything will be done to recruit this number of participants however, if it is not possible,
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guidance and literature indicates that a minimum of eight people is required to obtain useful
data for research of this design. As discussed, smaller groups will be held where groups are

conducted via web-based conferencing.

Eligible participants will be Deprivation of Liberty Safeguards (DoLS) assessors who
currently undertake capacity assessments about care arrangements in relation to DoLS
applications (Mental Capacity (Amendment) Act, 2019). These assessors will continue to
undertake some complex assessments (the majority of which will be in care homes) when
legal reforms are introduced under their new title of Approved Mental Capacity Practitioners
(AMCPs) (Mental Capacity (Amendment) Act, 2019). Current DoLS professionals have
undertaken an additional period of study following professional qualification and include

psychiatrists.

Participants will be recruited from across ||} NEEEE region. This will include
Greater Manchester and Liverpool. Independent professionals and DoLS assessors working
with local council teams will be recruited from across England. There will be three different
routes for recruitment. Some professionals will be contacted directly via a work email. This
will be where the person has previously expressed an interest in participating, either via the
researcher or field supervisor, and where managerial or organisational approval is not
required (for example where they are independent DoLS assessors). The email will include
an information sheet and a consent form. Some recruitment will be undertaken through local
Trusts or local authorities where managers have expressed a willingness to be contacted and
are prepared to cascade the research advert and information sheet to relevant professionals.
Thirdly, advertisements will be posted on Twitter and will briefly explain the study and
which will invite potential participants to contact the research to express an interest or
enquire further. Adverts will be posted from an account set up specifically for the research
and not from the researcher’s personal account. Professionals interested in participating will
be encouraged to contact the researcher via their university email or university-allocate

mobile phone.

Many participants, like doctors working as DoLS Mental Health Assessors or
independent DoLS assessors will have the autonomy to decide whether to participate and to
trial the tool in their practice. Otherwise, recruitment through line management structures
will ensure that people have organisational support for their involvement in the study should
they wish to participate.
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Procedure

All participants will be provided with an information sheet and a consent form for the
study. Consent forms can be posted to the researcher at the University (where this is
acceptable under any existing public health measures during the COVID-19 pandemic) or
emailed to the researcher via a work address. Where consent forms are sent via email, the
email will be treated as a proxy for a written signature if the person has no email signature
that they can use. In these instances, the email and the consent form will be saved as
password protected documents onto encrypted University servers. Consent forms and
related documents will only be accessed by the researcher or a member of the Doctorate in
Psychology programme team for the purpose of deleting files once the specified time for
retaining the documents has lapsed.

Once recruitment is complete, participants will be assigned a participant identification
(ID) number and will be sent a short form (excel sheet) on which to complete demographic
data and to record days and times that might be suitable for them to attend a focus group or
participate in an interview either in person (where acceptable under existing public health
measures) or online. The form will ask them to record their role, whether they undertake
assessments in hospitals, care homes or both and the number of years of experience they have
had in this area of work. In addition, the form will ask them to indicate if they have the
necessary equipment to participate in a web-based discussion (desktop or laptop computer
and adequate microphone and web camera facilities) and whether they feel they have the
skills to participate in an web-based group. Where appropriate support will be offered to help
the participate feel confident in accessing and using the required technology. This should be
returned to the researcher by email.

Demographic data will be compiled onto one excel spreadsheet and saved onto the
secure University network. At which point, emails and individual demographic sheets
returned by participants will be deleted. The document that lists the ID number assigned to
each participant will be kept separate from other documents and password protected. The
excel database and any other anonymised document, including the transcript, will only use
the person’s ID number.

Participants will also be sent the capacity tool and associated written guidance via
email. The email will include a reminder (taken from the information sheet) about the time

period for trialling the tool, who the tool should be used with and in which settings it should
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be used. Participants will be encouraged to direct any clarification or practical questions,
raised either by them or the person completing the remote checklist, about the tool to the
researcher at any time during the trial period by email. Participants will then trial the tool for
six weeks with, where possible, around three clients. If participants ask questions about the
tool during the trial period on their behalf, or that of the person completing the tool on their
behalf, the researcher will contact the field supervisor for assistance in answering the query.

Participants will also be sent a client/frontline worker consent form to enable formal
consent of a client and, where necessary, the frontline worker caring for the person. If the
person lacks capacity in relation to deciding whether to consent to the tool it will not be used.
Participants can email the form directly to the client and/or to a work email address for them
to physically or electronically signed and placed into confidential records.

Participants will advised to ask the frontline worker to make arrangements for
reasonable support to be provided to help the person understand the consent form. This
might include ensuring that they have their glasses or reading it out loud. If the person
consents, the form can be retained by them or in their client records at their discretion. This
is outlined on the consent form. As with participants, frontline workers and clients/patients
can ask questions and the participant can return to the researcher to have these answered.
People completing the tool, as well as client/patient, will be offered the option of looking
through the tool as part of this process. If the person completing the form on the decision-
maker’s behalf, or the client, refuses their consent the tool will not be used as part of their
assessment. Neither researcher or supervisors will be aware of the identity of any frontline
worker or client involved in the process of trialling the tool as they are not study participants.

Focus group and individual interview discussions will be audio recorded using a
sufficiently sensitive microphone or recording equipment. For face-to-face focus groups this
will be a large microphone borrowed from the University and connected to the researcher’s
own laptop. Whilst the laptop will be used for recording, no audio files will be saved onto the
laptop. The file will be directly saved onto University systems using virtual private network
(VPN) technology. If this is not possible, the audio file will be saved directly onto an
encrypted memory stick and transferred to secure university systems as soon as possible.

For web-based focus groups Microsoft Teams software will be used as the University
has full access to security features that include encryption of data in transit and at rest, the
option of storing files in SharePoint backed up by SharePoint encryption and the facility for

the researcher to be the only member of the groups to record the discussion. To protect the
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rights and privacy of participants they will be reminded that online discussions will be audio
recorded and told when this begins.

Regardless of the method of group data collection, a digital voice recorder will also be
used to record the discussion as a back-up and participants will be made aware of this in the
information sheet and before the discussion. If this is not required it will be deleted
immediately following the discussion. All recordings will be uploaded onto University
secure services and deleted from the recorded, devise or application.

For individual interviews a digital voice recorder will be used to record the interview.
The recording will be uploaded onto University secure servers as soon as possible and the
recording deleted from the digital voice recorder. Where it is not possible to immediately
upload the recording, the voice recorded will be kept in a locked cabinet at the researchers
own home and transferred to University systems as soon as possible. Alternatively, the
interview will take place using web-based conferencing exactly as described above for group
discussions. This might be required if public health measures prohibit face-to-face
discussions or if it is the preference of the participant.

Both group discussions and individual interviews will include an introduction during
which confidentiality expectations will be explained and the research aims restated. A copy
of the tool, associated guidance and the information sheet will be made available either
physically or re-sent by email where needed. Participants will also be reminded that they
cannot withdraw their contribution after the group, or the individual interview, has taken
place.

For face-to-face groups participants will be invited to come along up to thirty minutes
before a focus group is scheduled to begin. As outlined, it is anticipated that groups will take
place at the end of existing meetings organised by local health networks or special interest
groups. These meetings usually take place within health premises (offices or hospitals). If
DoLS assessors have been recruited they will have the option of attending these groups. The
researcher is aware that DoLS assessors often have their own peer support networks.
Accordingly, groups will be arranged to tag onto these meetings where necessary and
possible. It is expected that meetings will take place within working hours. If they take place
either on private premises or outside working hours University lone working procedures will
be followed, which includes the use of Skyguard reporting technology. Refreshments will be
provided by the researcher at focus groups and participants will have the opportunity to ask
any questions they might have about the group informally with the researcher before

discussions begin. Each participant will have a name card or badge on which their first name
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will be written. The researcher and the assistant psychologist supporting the group will know
the ID number for each participant. During the course of the discussion, the assistant
psychologist will take notes of the first few words said by participants each time they speak
and will use their ID number against these notes. This will help the researcher to understand
who contributed what when transcribing the audio recording.

During the group, participants will be made aware that they can ask for a short break
or withdraw from the discussion if they experience any discomfort or distress. The
researcher will also stay alert to any potential discomfort being experienced in the group and
initiate a break if that is felt to be appropriate. During a break the researcher will talk
privately to any participant who may be experiencing distress to agree, together, how to
proceed. The assistant psychologist will note key points of the discussion which will be
summarised during the last few minutes of each group for verification and initial feedback.
For web-based groups participants will be informed that they can mute their video recorder or
their microphone at any time in order to have a break from active participation or to ensure
their own privacy. They will be asked in their email invitation that they ensure, as far as
possible, that they have access to a private space when participating in the online discussion
and informed that they can use other aspects of Team functionality as required including the
“blurred background” feature.

At the end of the group participants will be thanked for their involvement and told
approximately when they will be contacted with a summary of the themes arising from the
analysis for their comments and feedback, should they wish to provide any. This will be
done within one month of the discussion taking place. It will be made clear that they do not
have to provide feedback. Participants will also receive a debrief sheet containing support
information and the researcher will remain behind after the group talk to participants about
further support if needed. Participants who have been involved in an individual interview
will be reminded that they have up-to two weeks following the interview to withdraw from
the study. Focus group participants will have two weeks to withdraw their permission for the
data to be included in the write up. This will have been made explicit in the information
sheet. Participants will be reimbursed for travel expenses where necessary from the research
budget up to a maximum of twenty pounds (in line with University policy). Participants will
be made aware of reimbursement procedures via email prior to groups or interviews taking
place.

The researcher and assistant psychologist will meet for approximately fifteen minutes

after each group to have a short debrief. This time will be used to explore any comments of
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particular interest or possible themes arising from the discussion as well as ideas about how
to ensure later groups are as productive and useful as possible. These ideas will be recorded
in the notes already taken during the discussion by the assistant psychologist. All notes made
during and after the group will be anonymous and will not include participant names or any
other identifying details other than their assignment number. Where needed, this discussion
will be used to explore anything that might have caused the assistant psychologist discomfort
or distress and to agree on how best to ensure their wellbeing. Advice will be sought from
supervisors if required.

For online groups, segments of audio recordings might be shared with an academic
supervisor for the same purpose; for example to explore any aspects of the discussion that
might be unclear, of particular interest or useful to hold in mind for later discussions.

Data transfer and storage

The chief investigator will be comply with the EU General Data Protection
Regulation (GDPR) and the UK Data Protection Act (2018) in order to ensure that personal
data is kept confidential. Consent forms will be scanned or saved onto the secure University
network within one week of receipt and emails or paper copies will be disposed of
appropriately, for example via University confidential waste. If a consent form has been
completed electronically but does not include an electronic signature, the email will be saved
securely with the consent form. Assignment ID numbers allocated to participants will be
saved separate from the demographic data and from the transcripts of audio files to ensure
confidentiality.

At the end of each focus group the assistant psychologist will give all the paper notes
made to the researcher. These will be scanned or typed onto the University network within
one week and destroyed via confidential waste. Audio files will be saved onto secure
University networks and deleted from either the encrypted memory stick (if used for face-to-
face focus groups), digital recording devise or Microsoft Teams encrypted software as soon
as the file is transferred and within a minimum of one week. The encrypted memory stick
and/or digital voice recording will be kept in locked cabinet in the researcher’s own home if
there is a delay between taking a recording and uploading it to University servers. Recordings
will be transcribed using the researcher’s personal laptop via the University’s Virtual Private
Network (VPN). Transcriptions will be anonymised, removing any references identifiers like
names, places or organisations. Sections of audio file might be played to the academic

supervisor for, for example, advice about how to improve interviewing technigque or group
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management. In these instances, recordings will be listened to in a private space at the
University.

All documents will be password protected including notes, audio files, consent forms
and transcripts. They will be saved on the University network for ten years. Confidential,
personal data will be destroyed after the study is complete. The Doctorate in Psychology
programme will be responsible for storing and deleting the data once the researcher has
submitted the thesis and completed the course.

Proposed analysis

There is no clear epistemology associated with focus group methods (Wilkinson,
1999). Further, focus group analytic techniques are rarely discussed in detail and, to date, no
framework exists to describe the range of techniques that might available to focus group
researchers (Onwuegbuzie et al., 2009; Webb & Kevern, 2001). Consequently, the
researcher has decided to take a critical realist position in relation to the research. Critical
realism (CR) has been praised as a comprehensive and internally consistent philosophical
framework (Gorski, 2013). This position complements the assumptions inherent in this
study, namely that real phenomena exist in the world (e.g. mental impairment) that can be
partially understood through empirical enquiry (Alderson, 2016). Further, CR theorises the
existence of indirect or unseen contextual forces that have a reciprocal influence on agents
and which are often only visible in their effects (Bhaskar, 2016). This concept is pertinent to
the study aims, which is interested in the practical value of the tool as a way of adhering to
legislative requirements in practice in the context of a global pandemic and national public
health restrictions and its feasibility in a health and care context.

Theoretical thematic analysis (TA) will be used to code and organise the data into
themes. Braun and Clarke (2006) describe TA as a method for identifying, analysing and
reporting patterns in qualitative data. It has been successfully used in health research in the
service of interpreting the experience of health professionals (Fugard & Potts, 2015).
Furthermore, TA is independent of theory and epistemology and therefore provides a flexible
system that can be applied across qualitative methods and can involve critical realist concepts
at the broader analytical level (Braun & Clarke, 2006). This makes it a suitable analytical
tool to synthesis and make sense of information shared in the focus groups, individual
interview data and ideas and notes arising from discussions held by the focus group

moderation team.
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Non-verbal communication expressed in a focus group setting can be analysed and
used to answer research questions alongside words (Braun & Clarke, 2006; Gorden, 1975).
However, such communication is not relevant to the research question in this instance and, as
such, this data will not be recorded and analysed. The researcher will familiarise themselves
with the content of the data through repeated reading and reflection and codes will be
assigned. Codes will be drawn together and compared, examining how they relate to
variation between participants and across groups (Kitzinger & Barbour, 1999). Themes will
then be developed and refined through supervision and through feedback from participants.

Bhaskar’s (2016) four planes of social being model, rooted in critical realism
epistemology, will be used to help frame, organise and understand the themes that emerge
from the data. This model assumes that there are four aspects of human life; our lives in
relation to the natural world, our experiences in the context of open social structures,
ourselves in interpersonal relations with others and our inner being (Bhaskar, 2016). These
last three planes will support data analysis by scaffolding the researcher’s reflections on how
organisational systems, professional relationships and inner experiences might have
influenced the degree to which the tool was perceived as useful. For transparency of
interpretation and data integrity any assumptions held by the researcher or decisions made
during the analysis will be recorded in a reflective journal will be kept and discussed within
supervision (Braun & Clarke, 2013).
Risks and service related issues

NHS and DOLS professionals are busy, with limited time in their schedule,
particularly in the current context of a global pandemic, to support research. Whilst this
study will endeavour to keep the added demands of participation in this research to a
minimum, (both to participants, professionals completing the tool on behalf of participants,
clients/ patients and employing organisations) participants, people completing the tool on
their behalf or discussing it with them, will be required to try a new and unfamiliar tool in
their practice and, in the case of participants, attend a focus group. Both of which will create
some demand on their time. However, it is not anticipated that this will be overly-
burdensome and participants will be able to contact the researcher to ask questions, on their
or another’s behalf, at any point in the study. As outlined, plans are in place to arrange
groups as adjuncts to existing meetings wherever possible or undertake groups or interviews

via web-based conferencing software.
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The research question is, in part, concerned with understanding how the tool best
works for practitioners where they have no choice but to undertake an assessment remotely.
Accordingly, the tool will be promoted as a practical aide memoire of factors to be
considered in remote assessments or as a useful way to gather relevant information via a
proxy such as a care home manager or nurse. Otherwise it can act as a mental checklist prior
to, and during, conversations. Whilst there might be some additional work involved in using
the tool this needs to be balanced with the benefits that the tool might offer.

From personal communication with professionals working in practice at this difficult
time, there is little formal support or guidance about how to undertake assessments remotely
whilst at the same time an expectation that harm to clients/patients is minimised, which
includes the up-holding of human rights to liberty and private and family life despite
exceptional pressures brought about by the Covid-19 pandemic (Coronavirus Act 2020). At
present, approximately ten thousand vulnerable people a week are dying as a result of this
virus in care homes and many more in hospital settings (Altmann, 2020; Triggle, 2020).
Whilst their physical health is of paramount importance their legal right to autonomy or care
in their best interests as an individual has never been so starkly highlighted (Allen & Ruck
Keane, 2020).

It is hoped that timely research to support professionals working in these
circumstances through the provision of this tool will provide a valuable opportunity to
contribute to safety and wellbeing of clients and professional (British Psychological Society,
2018b)

When using technology to support data collection a range of difficulties can be
experienced including a lack of suitably equipment, limited technological skills on the part of
the researcher or participants, breaches of security or feelings of intimidation on the part of
participants (Hollander, 2004; Hydén & Biulow, 2003; Stover & Goodman, 2012). To
address these considerations, the researcher will ensure that they are familiar and fluent in
Microsoft Teams software, that practice groups are held with colleagues or supervisors
beforehand, that support is offered to participants in using the software, that a password is
used for online focus groups that are sent out in the email invitation and the day before, that
will only permit participants to attend the discussions, the researcher will log into the group
at least 15 minutes before to ensure help can be offered in a timely way to participants and
participants will be asked to logon to the group at least five minutes before the official start of

the discussion. Alternative means of interview will be offered including individual
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interviews in person, over the web or over the telephone. Research indicates that these
measures are all useful in addressing the barriers described (Tuttas, 2015).

Local health and care organisations and team managers have indicated that they
would be happy to lend their support for the project, which would include providing relevant
support to participants to take part where needed. Some participants might not be able to trial
the tool with the optimal number of three clients in the six-week trial period. Participants
will still have the opportunity to share their views in a group or individual interview
irrespective of the number of times they have used the tool as their feedback is still likely to
be of some value to the study. Four (20%) participants beyond the recommended number
will be recruited to accommodate any attrition.

As a student, the researcher has limited experience undertaking empirical research
using qualitative methods. As such, they will prioritise the development of research
competencies in these methods of qualitative data collection and analysis.

Ethical issues pertinent to the study

Ethical considerations will be held in mind throughout the study by the researcher.
The literature indicates that professionals can feel a sense of obligation to participate in
research (Graham, Grewal, & Lewis, 2007). Full and informed consent will therefore be
sought, which will include giving adequate time to think about whether people want to be
involved and to ask questions. Participants will be given as much time as they need or until
recruitment is complete. It will also be made clear in the information sheet, and in verbal
discussions, that deciding not to participate will not affect their work or employment in any
way. It is not anticipated that participants will require any additional cover from managers or
colleagues in order to participate or that participation will disrupt service provision.

Whilst formal consent will be sought from anyone completing the tool on the
decision-makers behalf, and from clients to use the tool as part of their assessment, they will
not be directly participating in the study. This presents the risks of client voices, or those of
health and care staff indirectly involved, being silenced or minimised and the potential for
discomfort or distress through, for example, being involved in a capacity assessment, or
DoLS process, which takes slightly longer than standard practice. An important benefit of an
extended assessment period, however, might be that decision makers gather more useful and
detailed information that facilitates a more informed and accurate decision. Clients, or those
completing the tool on participants behalf, have the right to refuse to use the tool, the right to

refuse an assessment (in the case of clients/patients), or to having the tool used as part of their
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assessment, and professionals will be encouraged to prioritise client and colleague wellbeing
over research aims if there is any indication that using the tool is contra-indicated.

To promote informed consent and protect clients’ rights they will be asked if they
would like a trusted person (e.g. family member) to look over the tool with them or talk to
them about the proposed use of the tool with the support of the participant or their colleague
completing the checklist. To provide space for client voices to be included in the research,
clients living at a care home specialising in alcohol related brain injury have agreed to act as
consultants to the research. They have provided their thoughts on the research design and
will be consulted on other aspects of the study including dissemination. It is hypothesised that
the tool will provide useful psychological information and a more structured approach to
assessments, which should increase the likelihood of sound decision making and confidence
on the part of decision makers and therefore additional safeguards and quality of care for
clients in a time of a global health crisis.

It will not be possible to ensure that all participants have not had personal contact
with the field supervisor (who is also the developer of the tool). As such, to protect
confidentiality and to reduce bias in the study, the field supervisor will not have access to the
names of participants and will only see data once it has been anonymised and coded into
themes. Participants will have the right to withdraw their participation up-to two weeks after
interview (in the case of individual interviews) or to withdraw their data from the final write
up (in the case of focus group participants).

Attention will be paid to the removal of names, dates, locations and organisations in
the transcription of the data and audio recordings will be deleted once the thesis has been
submitted and assessed. Consideration will be given to the selection of quotes or
conversation extracts to ensure that they are anonymous. Participant assignment numbers
will be used instead of names. Recruitment sites, organisations or places will be disguised
and the professional role of the participant will not be reported if this is likely to risk
identification (for example where only one DoLS MHA is recruited to the study). Quotes
from participants will be used in academic submissions and any subsequent publications.
Participants will be made aware of this and informed that that every effort will be made to
ensure that information in the report cannot identify participants.

In line with The British Psychological Society’s code of ethics, consideration has
been given to whether this tool, as an addition to existing practice, is adequately supported by
the evidence (British Psychological Society, 2006). The literature, indicates that

professionals outside Clinical Psychology often have limited psychological knowledge about
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how damage to the brain can affect decision making, which can affect the accuracy of some
complex capacity decisions, putting clients at risk (British Psychological Society, 2018a;
George & Gilbert, 2018). This tool includes questions, ideas and prompts to address this
knowledge gap. Further, the structure and content of the tool is informed by an earlier,
published, iteration of the document (Mackenzie et al., 2008) by current neuropsychological
theory, relevant case law and Court of Protection guidance

Participants might disclose examples of poor practice or safeguarding concerns during
the course of the research. These issues may present a risk to confidentiality as they may

need to be shared or reported to ensure client wellbeing. The procedures that the researcher
or supervisors will follow in these instances will be made clear in written information and
reiterated verbally before discussions. Reporting of poor practice or safeguarding concerns
will take place in line with University policies and procedures as well as relevant
organisational procedures. Concerns will be discussed with participants wherever possible
and, if necessary and required, advice will be sought from supervisors.

It is not anticipated that participants will experience discomfort or harm as a result of
taking part in this study. Questions asked will not be intentionally sensitive or distressing.
However, the process of sharing experiences might elicit discomfort if, for example, using
the tool was experienced as challenging or if it highlighted areas of practice where
improvements could be made. To minimise and manage any distress or discomfort the
researcher will provide email and telephone contact details that participants will be
encouraged to use if they, or any colleague completing the tool on their behalf, have any
questions or concerns during the study. Where necessary, advice will be sought from
supervisors about how best to support participants. During discussions, the researcher will
utilise clinical skills to contain difficult emotions and to ensure discussions remain
constructive. Debrief sheets will contain information about occupation health services and
relevant support charities and, where needed, professionals will be encouraged to seek
support from their GP or work supervisor. Participants will be encouraged to share debrief
sheets with anyone who has completed the tool on their behalf as appropriate. This will be
done via participants to protect the anonymity of these professionals. Regular meetings will
also be held between the researcher and academic supervisors to discuss any practical or
ethical concerns.

It is not expected that there will be any risks to the researcher or the assistant
psychologist supporting the focus groups. The researcher will endeavor to undertake face-to-

face groups and interviews on NHS premises and in the rare situation of this not being
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possible the University lone worker policy will be followed. A university email and mobile
phone will be used when communicating with participants. If any information is shared that
could cause distress to the participant or researcher academic supervision will be used to
discuss this. The assistant psychologist supporting any face-to-face focus group will have the
option of talking to the researcher about any issues raised by the project who will seek advice
from academic supervisors where required.
Dissemination

For additional rigor in dissemination the impact and communication tool developed
by the Economic and Social Research Council will be used to document the final plan
devised with stakeholders and to outline the justification for planned actions (Economic and
Social Research Council, 2019).
Sponsorship and monitoring
This study is being sponsored and by Lancaster University and adherence to ethical

principles, practice and approved protocols will be monitored by this institution.
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Appendix 4-A
Research Advertisement

Lancaster £
Are you... Um\ersaty
undertaking remote capacity assessments as part of DolS applications during

the COVID-19 pandemic?

Are you ...
undertaking remote assessments online or by telephone?

OR...gathering information from other people including frontline workers?

We would love to hear from you!
We are looking for Deprivation of Liberty Safeguards assessors working in the Northwest to try out a tool
designed to support complex capacity assessments being undertaken remotely as part of DoLS
assessments during the COVID-19 pandemic. Participation will involve trying the tool with around three
clients and sharing your views about it.

Taking part is voluntary and your information will be kept confidential. Your contribution could make a
real difference to other professionals and the people. If you are an assessor or work in a DolLS team
Please get in touch to find out more. Contact the researcher using the details below. Thank you.
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Appendix 4-B
Participant Information Sheet

(Version 3, 18" April 2020)

neaster B3
liversity =

Participantinformation Sheet”
|
Using an-assessment tool-to support capacity assessments-undertaken rematelyin the-

context-of a-global-health-crisis:A-feasibility study T

7

iy name-is-Emma-Fowler-and l-am-conducting thiz research-as-a-Doctoral student onthe-
Clinical Psychology-course-at Lancaster University,- Lancaster, United Kingdom. |

L1

Whatis the study-about?9

The purpose-of this study-is to-evaluate whether profeszionalsin-health-and care-services:
experience atool designed to- support remote assessments of capacity in the context-of a-
global health crisis as-useful, acceptable-and practical .
Why-have:l-been-approached??

You-have been-approached because you-are-a Deprivation-of Liberty Safeguards {Dal5)
assessorand your role-involves undertaking remote-capacity-assessments-as -part of-
necessary measures that-have been putin-place to-protect clientz-az-a-result-of the COVID-
1% pandemic. v

"

Dodhavetotakepart??

MNo. It is up-toyouto-decide whether to-participate-in this study. 1fyouwwould like ta-
participate, you-can-send-a-completed consent form back to-me by-email or post within-one:
week of receipt-of the-study- information. - 1fyou decide you-do-not want to-participatein-
thiz study, it will not-prejudice your work or-employment-in-any way. -7

L1

The aim-of thiz study is to-evaluate the feasibility-of rolling-out-a-capacity tool-as part of-
wider research-and not about individual performance management.

L1

What-will I be asked to-do if | take part?1)

If you-consent to-take-part, you will be asked to-provide-basic demographic details. - 7

L |

Youwill be sent-a-copy of the capacity tool, which-is a type of semi-structured interview-
checklist, and associated puidance-and asked to familiarise yourself with it before trying it
out.If you-have-any questions or want to talk about the tool, yvou-will be able to-contact the-

researcher-atany-point-during the research. - 7
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The tool is-designed-to-be used flexibly-as-part-of @ remote, or-desktop, capacity-assessment.
Forexample, you-might-decide to-ask someone directly caring for the person to complete:
the toal with them-and-talk-to-you-about the-infermation they gathered afterwards. -
Another-option-might be to-use-it-as the basis for-an conversation with-a-frontline-worker ta-
giveyau-a better sense-of the person’s abilities. - 7

)|

It-is designed to support your practice by-encouraging the collation of,-and reflection-on, 7
peychological-issues-that- might be-relevant when working remotely- with clients with-
complex-presentations. -Itis notintended to-replace-official guidance or-prescribed-
documentation. T

)|

Youwill ke asked to-use the tool with-approximately three people for- whom-a-Dols-
applicationor review has been-sought by-a-hospital or-care-home. - You -will have six-weeks:
totry-out-the tool. -You will then be asked to share your-experiences of using the toal ina-
focus group. 7

The group-will-last for-arownd 60 minutes and will take place via face-to-face- or-online
meetings-if social distancing measures continue. -&n-audic-or-audic-visual recording of the-
discussion will be-taken that will be transcribed verbatim by the researcher. - If you-are-
unable ta-attend a-group, it-mightbe-possible for-an-individual interview to-be-arranged. - 7

)|

We may-tontact you-again-over the yvear following your use-of the tool atareund zix-and-12-
manthby-intervals, to-identify- whether the use-of the tool-had -any-sustained impact -on-client-
outcomes.-However, we-understand that DolS-assessments-are- typically discrete pieces of-
wark-and thisinformation-might not-be-available. T

)|

Dnce the data-has-been-analysed, youwill have the-opportunity, if you -wish, to comment-an-
initial themes-arizsing from-the data-and review the guotes selected toillustrate them.

"

Will my data be Identifiable?

Attention will be paid-to-the removal of names, dates, locations -and -organisations in the-
transcription-of the data. -Youwill be-assigned-a-participant-identification (| D] number-at-the-
beginning of the research-that-will be used-as @ proxy for your-name-in-the transcription.
Only the-researcher-and-assistant psychologist supporting focus-groups will know-your- 13-
nurmber. -Recruitment sites, organisations-or places will be disguised and the professional:
rale of the participant will-not -be-reported if this-is likely to-risk identification. - 7

)|

Limits to-confidentiality 7

Some-of what you-share may be-used-az-a-guote-in the-academic-submission-and-any
subzeguent-publications. -As such, confidentiality cannot be-guaranteed. -However, full-

consideration-will be-given-to-the selection-of quotes or- conversation -extracts to-ensure-that-

II é
1l
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|

they-are-anonymous-and-that there s no-reference toyour-name, clientinformation, where-
youwork-oryour -organisation. -7

il

Ifyoushare information-about-a client that - makes me think that you, the client-or-someone-
elze, is-atsignificant risk-of harm, Iwill have to-share this-information with-an-academic
supervisor-and-actinline with the safeguarding requirements. -If you share-information-that-
is-indicative-of poor-practice that presents-a risk-to-client-care | will -discuss-this-with-youw.-In-
someinstances, -might need to-seek-advice but |will-always try to-talk-to-yow-about- this-
first.- 7

il

Arethere-any risks?

Trying out-the tool-and-attending a focus group will require- some-investment-of your time. -
Toeminimise the impact-of this-we will- do-everything possible-to-arrange focuws groups-at-
times that are-convenient-foryou. T

il

The tool was-designed by Drlanice Mackenzie, Consultant Clinical Neuropsychologist, whaois-
alzo-acting as asupervisorin-this research. - Itis-possible that some-participants may have:
had-personal contact-with: Dr-Mackenzie. -To-protect-your-anonymity, Dr-Mackenzie-will naot-
know the names-of anyone participating in-this study-and-will-enly -have access to the-
research-data-onceit-has been-organised into themes and fully-anonymized.

il

We-ask- thatyou-seek formal consent from-clients and-to-use-the-tool. -Youw-will be-sent-a-
consent form that can be forwarded to-them-by-email. Frontline workers- might -be reguired-
to-help with this-process; for-example by printing the form. -We-also-azk that you-seek-
formal consent from-a-relevant frontline worker-if they-are providing information about-
capacity-or-completing the tool with the person. This-can-be-done on the-same-form. These-
can-bekept-in-client records. T

il

Inline-with good practice, dient-wellbeing should be prigritised-over-research-aims-and the-
tool should not-be-used-if there is-any indication- that-it-may be-unhelpful, -or- cause-distress. - 7
L[

Ifyou-consent to-participating in-this research, vou will be-able to withdraw from-the-study
at-amy-time-and-ask-that vour data-not-beincluded-in-the final report up to two-weeks after-
the focus-group. - Ifyou participate in-a focus group-it will not-be-possible removed your-data-
from-anonymised transcripts-as- it will form -part-of the discuszsion-held-in the-group. T

L[

Infarmation-about-datatransfer-and storage 7

Data-transfer, for-example-of recordings, will be-done-using -encrypted -equipment-once files-
or-documents - have been-password protected. - The University-will retain-electronic-versions -
of-all- documentsinduding participant signed-consent-forms, demographic-information,-
discussionSinterview recordings, focus group notes and-transcripts-on-secure- University-

q 3
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servers, - Recordings-and any-other personal-data will be deleted from- University secure:
servers-once the thesis has-been-submitted-and-assessed. 7

The Doctorate-in-Clinical Psychology Team -at- Lancaster- University will store-electronic-data-

on-University secure-servers for-ten years. - 7

Lancaster University will- be-the data-controller-for-any persenal information-collected-as:
part-of this-study."Under-the GDPR-you have-certain-rights when-personal data is-collected:
about-vou. You-have the right to'access any-personal-data -held -about you, to-object ta the:
processing of vour personalinformation, to rectify personal data-if it is-inaccurate, the-right-
to-have data-about vou-erazed-and, depending on the-circumstances, the-right to-data:
partability. Please be-aware that- many of these rights-are not-absolute and only-apply:

i certain-circumstances. If yvou would like to-know more-about your rights in-relation ta-
yvour personal data, please speak-to-the researcher-on-your-particular-study. 7

For further-information-about how- Lancaster University processes personal data for:
research-purposes-and yvour-data-rights please visit-our-webpage:-

whanw lancaster.ac.uk/research/data-protection

What-will happen tothe results? 1

The results will-be submitted -as-part-of my-doctoral thesis-at Lancaster- University. - The:
report-may-be submitted for publication-in-an-academic-or professional journal. In-addition,
it will be-discussed-at the thesis presentation day-at Lancaster- University-and - might be-
discussed-at-conferences, special-interest-groups or-other relevant public-presentations. - 7

L1

Are-there-any benefits totaking part? 7

Yes. -We think that the tool will provide you with-a-useful, structured supplement to
assessments-during-a-time-when-normal practice-and avenues forinformation-gathering:
have been-curtailed. | nturn-we-hope-that-using the tool will-enhance-care-and -help ta-
uphold peoples’ legal-and -human-rights. - You will-have free-access to the- toal after the study
is-complete to-acknowledge vour contribution to the-study. -7

Your feedback-on-the feasibility-of using the toolin-practice will help-us-decide whether it
wiould -be-useful to-share-the tool more-widely, undertake larger-scale researchand-

understand which professional or-client/patient groups the tool might -benefit- the most. 7

L]

Who has-reviewed the-project? ¥

This-study-has been reviewed by the Faculty-of Health-and Medicine Research-Ethics:
Committee-at Lancaster- University and-has received NH3 research governance appraval.
For further-information-about how Lancaster University processes personal data for:
research-purposes-andyour-data-rights please visit-our-webpage:-

wowww lancaster.ac.uk/research/data-protection. T

i 4
1




ETHICS SECTION 4-72

Where-can-l-obtainfurtherinformation -about the studyif-l-need it?

If you have-any questions about-the-study, please-contact the-main-researcher:

Emma Fowler, Trainee Clinical Psycholosist

Supervised by:
Dr Guillermo- Perez Algorta, Faculty-of Health and Medicine, Lancaster-University. Email:

Dr-5uzanne Hodge, Faculty-of Health-and Medicine, Lancaster -University. Email:

Dr-Anna Duxbury, Faculty of Health-and Medicine, Lancaster University. Email:

DrJanice Mackenzie, Consultant-Clinical Neuropsychologist, . || | | GcNGTGTGTTEEEEEE

Complaints
If you-wish-to-make-a-complaint-or raise concerns-about any-aspect -of this-study-and do-not

want taspeak to the researcher, yow-can contact:

Professor Bill Sellwood.

If you-wish to-speak to-someone outside of the Clinical Psychology Doctorate Programme,
you -may-also-contact:

Professor- Roger Pickup, Associate Dean-for Research. _

Thonk yvou-for taking the-ime to read-this informaotion sheet.,
Resourcesinthe-event-of distress
Should you feel distressed, either-as-a-result of taking part orin-the future, please-contact
your manager-or-supervisorin-the first-instance. - The following resources may also-be -of
assistance:

Occupational Health-Services: Contact your-employing organisation-for more-infermation
about-occupational health-support.

Your GP-orlocal primary health-care service

Samaritans: The-Samaritans-can -provide-emotional support-and-a-safe-place to-talk.

They can-be contacted by phone-on 116 123 or by-email-at jo@samaritans.org

Appendix 4-C
Participant Consent Form
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(Version 3, 18" April 2020)

Lancaster 23
University

Participant-Consent-FormT
Using-an assessment tool to-support capacity assessmenty undertaken remotely inthe-context-ofa”
global-health crisis:-A-Feasibility study’

‘We-are asking if wou would like totake partin-a-study that-will evaluate-whather Dol5-assessors experience-a tool

designed tosupportremaote-assassmants of capacity-as-useful, acceptable and practical. - ¢

Beforeyou consent to participating, we ask that you read the participantinformation sheet and mark each: bos

below with your initials if you -agree. -1f youwhave any guestions-before signing the consent form please speak to the

researcher, Emma Fowler, Trainee Clinical Psychologist, 2t Tel:
1.-l-confirm that | ‘have read theinformation sheet-{version4, 18.04.2020)-and fully--- e

understand what-is-expected of me within this-study-{ please-initial in the box) T

2. l-confirm that | -have-had the opportunity to-ask-any-guestions and to-have them-answered -
3.~lunderstand that | -do-nat-have to-participate-in-this studyT
4.~+lunderstand that 1 will-be-asked to try out-a capacity tool with-approx. three-clients - - oo

5. -consenttotaking part-in-a focus group-or-interview 7

malalals

6.~ understand that participation will invalve asking clients-and, where necessary, frentline- - - m

staff tocomplete-a-consent form-that-they will - keepin their-own-orin-clientrecords. - |

7.~2lunderstand that my views will be recorded -and typed up verbatim-into an-anonymised- -
transcript

]

g.~lunderstand that | can-withdraw-my data from thefinal report-up-to two-weeks-after the- oo
focus group. - lunderstand that-anonymised focus group-transcript data cannot be - eeee s
withdrawn asit forms part of the discussion-that took-place. | understand that-all individual - - oo e
interview-data-can -be-withdrawn-up-to-two-weeks-after the-interview.

]

9.-lunderstand that-any information | give will remain-confidential- and-anonymousunless ----{
it-iz-believed that there-is-a-risk of harm to-myself-or-others, inwhich-case the researcher- - -
will meed to-share-this-information with research-supervisors 7

10, understand that-the researcher-will discuss data with-academic supervisors-as needed T

11.consenttothe researcher sharing initial themes from focus group notes via-email - 7

12 lunderstand that-the results-and-written-report will-be- submitted as part-of-a-doctoral - - -
thesis-and may be published 1
13 -consenttoinformation-and quotes | might share -being used in-reports, conferences, -~
training-events-and -other relevant public presentations 7

14 consenttothe Clinical Doctorate in Psychology team-at Lancaster University keeping-- -
audio transcripts, notes-and other documentation-that -does not contain personal data-- - -~
for tenyearsafter the-study-has finished 7
15. bunderstand that-the researcher might getin-touch zix- months, and again-at-12 months, -~
after using thistool to-try-and identify whether the tool impacted on client outcomes
16 -consenttotake partin the above study’
Mame-of Participant Signature ‘Date-

Mame-of Researcher: Signature: ate:
One-copy-of this condent Tarm-should be retained by the participant and one-cagy Gy the-Univeriity

00 0E0EE

Appendix 4-D
Combined Client and Worker Consent Form



ETHICS SECTION 4-74

(Version 1, 18" April 2020)
1

Lancaster=
| Universily

Client-and -Frontline-Worker-Consent-FormT
o

I
Using-an assesyment toel to support capacity assexsmenty wnderiaken remotely inthe-context-of a”
plobal-health crisis: A Feasibility study”

My name-is Emma-Fowler-and l-am doing some research for- my University course. | -am training to-be-a-
Clinical Psychologist-at Lancaster University. 7
L1
Someone-working with you -has asked you to-complete this-consent form becawse you-are staying-in-a-
haospital or-care home. Someone-called a - Deprivation of Liberty { DoL5) assessor” has been-asked to-find:
out-what you know-about your-care or treatment. - They want-to-find out if yvou-agree to staving in-the-

hospital or the-care home. 7
L |

I -arm-asking your assessor-to-include -our-questions and ideas in their-assessment. | -have-called this-a-
capacity-assessment tool. Someone involved-inyour-care {a frontline worker at-the hospital or care-home)
might-complete the tool with you on-behalf-of the assessor. They will sign-this form teo. - hope that it-will-
help the assessor to-make-the best-decision they-can, even though they cannot meetyou-face-to-face

L]

If you-have any questions before signing this-consent form please speak to the personthat-has givenyou
this-form.- Where needed, the DoL5 assessor-can-ask-the researcher for- more-information-to-answer-yaour-

question. -+ - b |
Client: - Worker?

] : - ] ] ] ] J Initialg - =~ InitialsTl
1.1 have had the opportunity to-ask-any questions and to-have them-answered: III III

L1

2. *I-understand-that-I-du-nut-have-tu-agree-tu-the-tunl-I:bEing-usr;hd-as-part-l:rf-a-----------III--------III
conversation with-me-about this- hospital or care-home stay?

3. fI-understand-that-I1:|cl-nnt-haw-:-tn-agree-tn-the-tnnl-bEing-l:vnranEtEd-remutEI',l-----III--------III -----
onthe Dol assessors-behalf T

4. *I-understand-that-the-%assessur*l.-.lill1alk-tu-the-researcher-ahuut-their-------------III--------III
experience-of using the-assessment tool with-me

5.-l-understand that-any-information | give-will be-confidential and anonymous -
unless-sumeune-Lhinks-that-there-i5-a-ris.k-ulr-harm-t-u-rnetlr-sumeuneElse.------------{ ls } Is

In-these situations the-concerns will need to share this information-with other - -~ o7
professionals to keep-everyonesafe

&.+lunderstand that the QoL5 assessor might get in touch with-the-hospital orcare- |, | Is I
home six-months, and-again-at- 12 months,-after-using this tool to-help the oo SEEEE
researcher find out if the tool had any impact-on-care. 7

7.l-consent to-taking part-inthis study III III

L1
Name-of client : Signature : Data: 1
Name-of frontline sworker ‘Signature ' Date: i

Please keep this consent form sale inyour records or in pour-hospital or cane home records. - Please keap this consant farm for
amé yeaar from the date itis signed. - Aler this you can destroy il o the hospital dcare home can déstroy il in their conlidential wasta,,.

Appendix 4-E
Consent Process Flowchart
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Lancasier B2
niversity T

Lirirg arr fel f SREPAGTT OO CHY ESSESSOTIY R deriaier remotely o the
comfent of @ global ealtf crisis: A ferasibility siady

Coms=mnt proess fowchart

Participant completes the
“partcipant™ consent forrm
after reading the porticipsrt
information sheest. Thisis
emailed to the necearcher

¥
Participant decides, on =
case-bry-case bass, whether
and o o use the remote:

capacity tool
- - e

Participant decides to us= the Participants asis 2

toed 2= an akde-rmermoire o fromtline woriker to

sructune their oomwe rstion complets the tool

about capacity with a client or rermaotely with a cient

waithi & Frontline worke=r as

apmEropr It

e -""'---.____ y

Participant ssks the dient to complets the B Participant emails the “dient/ frontiine
= cfientfromntline worker” consent form wrorker” consent fiorm o the frontdine
[and frontline ssorker as requiired] in 3 way weorioers work email sddress

that is o=t cormeenient o them. E g direct
em@il® or email to a frondine professional®.
Fosrmm is retained by the dient efther in their
o files or in conmfidential ealth reconds.

Thee frortline worker is asked o ooen plete
their consent form and also s=k the dient o
oomplete the fiorm©. These wll be retained in
oorfdentiz] dient neoord=s.

= memall inbon: of She cllents chooaing. The particicant sl check Shat B b only sccessible fo Srusbed peophs | sy Bl own inbox o Shet
of @ FmrriSy sl

= Errmlia bo fronSine worber will only e asrt B0 profeaicnsl inbocsss sfther el oen or en crgenasticonel nbos. Emaln il no® edersncs
‘e clhena naITe.

= fFrmr tha pasticinant o 4o in B Aok e owill cHer Baa clers bankc popport i complating e Tclisre” comer o . resded . TRh might
nciod s reec] ng St comst fore mioes or o hesck g Hrey s S by re plana e sesibeis b ssbee Brey resd B
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Appendix 4-F
Demographic Information Sheet (Version 2, 18" April 2020)

4B ParticipantDemographicShaet

Home Insert Diranw Page Layout Formulas Drata Review Wiew =¥ Share LA Comments

L'—‘Ij. & Calibri |Body) “l1z - A A - . X oL
B~ [T

Paz1 — — - ditional  Format Cell a Sart & Find & P Sarsitivity
aste B I U A = g = oble  Styles =] Fareat ~ ¥ v Filer  Select '

Recover Urnsaved Workbooks., We were able to save changes to one or maore files. Do you want to recover them 7 Yes Mo

EB ol Mo fi -

a B . i} E = =] J | 1 K L M L

Do you have the necessary equi pment to
Role [e.g. Best Irmterests Years of axpariamncs participate | man onli n2 focus group If neead?
assessor of mental health urndarta ki ng capacicy |e.g. laptop or des kop computer with a Researcher use: |0
Title Forename Swname 255&!50!:] ASCeSS Bls mlempnnre and I.IIE-IHZZI‘I"I?:I allocated

4 P Sheet -+
Entar ] ] — —

+  100%
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Appendix 4-G

Remote Assessment Tool to Consent to Care Arrangements (Version 2, 18" April 2020)

e

Hemole Assessmentol Capacity o Consent o Careor Trealmenl Arrangements”®
i partofa Deprivation ol Liberly Safepoards [ Doel.5) authorisalion application®

[Dheveloped oy DirJamce Mackerene, Comsultant Clmsal Rearopsychalogst

T
Name-of person reguiring assessmeni: Drade:
L

Namve-and job titke of stall memlser <

discusiing capacity assessment:
L}

Thas remode working checklist is intended Tor weein situations where @ capacity assessment’
is beiing done remotely as 2 resallolspecilic measures in place fo-protect the persan patient.
Plegse wse this fembly-as belils your circumstlarss. - For imstanee, you maghl decade 1o a3k the
care providiers to soemplete 1l wilk the person face-1o- e 10kas i feasible Alwhick pomt, teoulkd
‘i usied 25 the s for & conversation aboul the evidence they haws galberad. -AlRemabively, you
ey wank Lo use b ke paide your discussion with e care provider, ticking each guestion & you
dhiseuss them. 4

Decision-maakers wall wull be responsable foe makng e Tmal decsion aboul the person’ s capadity
Based orevedence galkerad wing all practcable steps avalable.

L]

Remote assessment checklist?

-
Thas checkhist can Be commpleted by someone-who knows the perion'pabienl in CIreurs Eansss
wheeze the persom respoasrhbe locthe-capacaly assessrment {e.g. the Deprivateon of Liberty
Asspssor] wodomg @ remole assessmentlas part ola Dol.3 authorisation application.
L

M vow are a stall member com pleting it Tor-a Del.S smsessar, iry o gel the st information
you€an, whilsl emhancing the person's-capacity, and shams what vou fied walh the DolS
aasesaor  YowcEn we the noles oodume Ao recond what 1he person'patient sad 2wl continue tm
an acditional shed 1l necessary .

L]

How did yow enhance the persan's capacily belore and during the capacily asesment™

[}

Hefore campletmg the cheekhist, wrile down- the-main prablems over the page sl vow'peopls
mvodvid 1n e persan s il think the-person/patient has thatcould put kim'bher-al rsk i he'she
lefl the hospotal or care bome.

(Examples ol saoes W thmk aboul: CGeltmg m-and - oal ol bed, waskang and deessmg, - porg b the
toalet, catmg and drmkng, buyrmng and prepanng food, takmg medeation, domg housewock,
oLy by -and transport — e.g., geltng o shops and sppociments, Tosd saliety

Fage 18 r
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awareness, vulneramlity, nsk 1o salfand vikes
challengmg befmvaour)®
]

Main problems?
i

-|-I-|- 1

4-78

o En e eEnagEmnent probdems o

Cruestions o explore with the person
Ipatient=

Yeso

M
sures

Moles g whal The
person xaid-or
abservations alf
behaviowr)—contlinae
onanather page il
required=

D Uhe person krow where they ane
anul what tyvpe ol plece 1hey-an m™

1

filrive oplions i necersary, e g, 5 ia
oare fowme, @ fospital, or @ fofe'?
Pronade the answer [ the pervar: ix
e )t

Dies Uhe person krow why - they are
thene! - { Mobe Tispanse

1

I mecersary, provide the answer far
fewe )t

Has the persom mabced any phyixal
prialems they might ‘be favime’? | Mote
TENpUm I

|

(Frome e meeaeds e gn ey prehiems
with'  legmiwalidng,  army,  wvion,
wasklmyr and dressing, om0 die
S e, et g ! vy )Y

|
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Cruestions (o explare with the person
Fpatient

Yis

iy

Mo
sure

MiHles

Have they noteced any charges o ber
mernory, Thee -albeniaoe o theer
profdlem-salvirg skills? [ Pole
TSP

Havie they nolwded any charpes 4o thear
o, perseeahty or-their
melatiorshaps wilk other-peaple? - [Mole
TSNS |

Ui through the-problers yow ve hated
&l the tapol thes checklstwilk the
persom, expliainmg Lhal these ane-tkarps
the s1all7 their famuly have noticed

Dhipzs by peerseam Akank bey an: havmg
proflems with thess tneps? [Mole
TSP

=t |

I ks persom apmees thal 1hey-are
havmg sorme problems:

Dhipizs e paersan Akank - ihese problems
winald allect them i Mbey Lol hospaial
ar-the care home now"? How™

Diescrvbe the tnzatmenl 2wl care plania
thiz persom.

fegr belpwith washingamd drevsing
gingyfer the faflel, piosioferapy o
Aefperbem walt LT o help them
relearmkitchen tasks o)
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Dhip thezy -tk they meed 1kas help™
|

Cruestions foexplore with the person| Yeso | Moo | Nod- | Modeso
S patiento surec
e Dhescrvbe b the persea the Testric oo :
s wall use Lo provide trsatment
aniblor vare or o keep thbem sali.

|

fen docked door, sipervisian from
staff beingrevcorted wien leavirgr the
wardame, noaccess fo their
medication)

|

Dhp they-think they need 1hese
meslnctons - 1 rol, winy nol™

= | Daes b person ki - that they would
need helpicareSupport ab” they belk the
e homehospual now?

i

i What would they needkelp wath, o
aflery, for kaw long: and: whoe would
provide thas help?

11 | Dhes e person thank sl there wowld
e any -problems oMby - were o leave
arut Tive walkaut support &l ths
munment?

i

Share the oplions below with the persen. - 1 1bkere-are moee than three vow can add them 1o the
il ol the table - - Ask -them about the reasons Lo say ves " good thngs about cach-oplwon-ard
the measons Lo w2y no o probbams o risks of cach option.®
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Heasonsto say yes 1o this oplion” Heasons tosay no-bo this oplion”
(from the person’s perspective s (from the person s perspective)”

Cptiom 12" y

Stay 10 bospetal - o care| ®
home under the exslmg
ar planned mestrctions
that are specfic: b Thear
cane anid'ar reatrment”

1

fe gz nol maragring their
awn meedicaifan ar gol
sring onl elonel:

Ciptiom 2:* i
Stay 1o the hospolal ar| ®
Giny bome wilh e ®
peneral restrictons ol he |
hoespatal or carekame* y
1 1
fegr. askirgr or inezimgr fo'| ®
hmye the moine door
unioceed, FATE alrec!
accesy o the Ridchen oF
rexiricied vixiling fimex)

Ciptiom 3:°

M mesinelons*

|

e oy ol wilkond
feilimgr staft or lecving
completedyr i o warl o
ana  fivimgs  someskers
anle) ¥

|

1




ETHICS SECTION

4-82

uestions toexplore with the person Yeso | Moo | Node | Modes Jep. whal tThe
patieni= sured| person saidor
abservalions ol
Iehaviour ) —oonlinue
o anather page il
required
12 Whach al*ihe opleons - discussed waik the y y 1
persom wauhl e their chince™
ll-'l"l!'_'l"“
|
|
13 Dhpzs the person thank thal therr chmee
wiald allect aryone else™
1
5o, wham™ How wouald e alTect them'™
fe gr diose expeciod o provice The care)
14 Whizr o el the person that you thmk
they wiould be-al ek leaving kosmial’ e
e hme mow dus 1o 1ke proalems you
hsied), dothey belweve you'™
|
|
Hmot, why not™
|
1
AddiBomal mEs . e e A
|
|

Thank pou For yewr Belp Fpoanbove compieted thicon befall ol the Dol 5 ooessor

L
]
]
]
]
]
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For ihe decision maker: Decigion regarding 4he person”s capacily’
i

Canhe personc

|
Linderiand the relevant - mboomatien mrelation to-his'ber own- crcamsancs: Y Y ES NP
.Retain the relevant mlormsation? -« , , , , , » YEST-MN

1
L}
2
[}
3oL and wegh up the relevant mformabion o armyve 2l annlormed chircs? ¢+ YESV NP
L]
A, Commurseste thal chmee™  » J J J J J + YESSNIH
L]
L]

Dhes the person- Bave the capacaly b make & diecision ahoul care and-Irstmenl - arrangemenls: &1
thas paant 1o-lme™

u
YES L
[
[

Sigmed:*
[ |

Desapraton:*

Pag-t sl = r
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Appendix 4-H

Guidance to Accompany Capacity Tool for Decision-Makers  (Version 2, 18" April 2020)

THEEET
| s

Threshold forunderstanding the relesant dnformat on-in-order to-haee the capadiy?

‘to-make-a-dedsion-regarding admission to-hospital or-a-care-home for<are-and freatment-7

in-thee conbext-of a-remote-assessment using the Bemot e-Assessment Chedklist T

ritroduciion: T

This puidarce can be shared with the person-completing the Checkistorused es o promipt for
thi-gecsion-maker.y

Thee-decision-maker- 2. g.-the- Dol -asseszar) should-ensure-oyempone- knows-what s, -and- (s
niot, required of them. - if the person comipleting the Thecklst s mot making the firal decision
aboart capaciy,-then-explain this-dearly.- Male-sure-thie person-completing the Checklsh-is
familarwithit-arnd hepey o use -1

Aig the Theoklst will be wsed as gart of 3 esearch oroject, whioever is completing the Chocklst
willneed o corsent the o lemtpatient -This will uzual by mean-asking the dient/paticnt i theey
are-napny for the-Checklst to-be used as part of theirassessment.--Passiole pros-and ore o
be-gisoessed- are- that- - ey take-a- 0 -langer-but- it ey reslt- i 3- maone- oom preEnens e
aszeszment - if the- clent nefuses, or-dacks capacty fo oorsent, 4t-should nof beused. Y

2reviding the-relevand-indormation fo-the clentpatient:T

Please- make- sure-that- the pemon- undefaking - the Remobe- Assessment - Checklist- (eg.

member- of-the-care- team- bas- provided as-mach- relevant -infermation- as- possible to-the

clergfpatiens: in-a-way-that they cnurdersiand- before the-Chiedklist 15 completed, - Where

possinle - help them- to- consider- howe information: might- be- Indsddualised- for- the

clergpatent.- The examiples below are to-helpyou think what might be reguired, rather than

iobe used for sveryone. T

L

Acmember ways fo-cnhance someone’s apacity:T

- Apspuroes-that-might -helo-the peroon-to- understarad, -remember, use-and-wegh the

relevant informatian:-Timelines, scan-results, phoiures, casy-read information deaflets,
declsion trees, bullet-palntsof the relevant information®

& -+ Dealing-with-potential-barders-to- commard cation: Feearing-akds-are-in- place- and-arme
warking.- fadiiating: lig- reading,- glasses- on, - minimising- background- nolses- and
distractions, good-practioe in-the use of intempreters-- 9

& - Wyt o reduce ankietys- support- frome famillar- people.- reassumnce, - privais
My ronmEnis |
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‘Whiak-the person needs tounderstand-in-order o rmake-andn farmmed decision: |
1. -The person needs toundersiand: -1
a_-* Roughiky whene theyane {2, dnhaspialorin acare-home — they-don't have
it lonaey the-name] T
b 'Why they are -herede g, for treatment of continence-problems, rehablifation
of walking, helo-o'pet back to-normal’, fodearn to-do-things for themsees
agaim, rehabliszticnaftera braindnjury, to/se-locked after’ arsusparted] -1
o Thisaddresses why thie dedsion needs to-be - made’ T
P B doesn't-matter if they are niot sure-of the cause of thelr preblemsT
r
1. = The-permon meeds tounderstand: T
a_-+'Whak-the proposed care-and freaiment-#dll bein genemlferms {e.g., hobst
sransfers, assistance with-washing ard dressing, rehabilkaton for physicl
anidfor cognitive problems e ]9
bWy they need shis care-and treatment {e.g., ‘because | can't walk'-or an's
o E-myseifT
. - The good thingsbenefits of this-care and treatment {eg., they willreoswe
the care that they need, the rehab-sdll- hopefully-hel p them o dmprose, they
will b cafel T
d.-+ Poiential downsides-of this care and frestment {e.g.. they won't oo with Ehelr
famiby arintheirown house, they-will-be restricied inwhat they candio-and
cat, thoy fave o share-a roomwigh other people)t
£. - Thee good thimgs/erefits f they did-not recehve this-care and treatment and
ieft hospital{e g., being at-home-and with their family, having less-restrictions
an-them, having more-pracy]®
f. - Thie pofental-dowrsides-and peneral rsks f-they-did-not rece e this care and
treatment and-lefthospital {2 g., being urable tolook-after themsehes, being
unable toqget-out of bed, the-passiblléy of seng knocked Do by-a car, the
passibility of ending up-back in-hospital through-arother-inpuny-oriliness due
toether care reeedks not-being ek, notimiproving as much-2s they might bave
due tothelack-of rebakdl Hatian] 1
-+ Theelrcare needs on dischargs and how these realistically would be-met if
they-want todeave-hospial-or the-care-home {p g not-saying that their family
wiill do it -allwhen they all waork ful-gime} T
r
1, - The person needs to-understand: T
.-+ Thee restrictians-that are dnherent inthe - emdronment {2, g., Jocked doars,
siaff keeping a note ol where-theyare) T
b. -+ The resirictions-that they mighs be-subject o persanaly-due-fo the care and
ireatment provided {e.g.,- 1:1 supendsion, accomeanied wisits-off theward ar
ot -of the care bome) T
. -+ The comseguences of the-restrictions {e g, not-being allowed off the ward or
out-of the care home by themsebes, saomeone belngwith them all of the
timafT

FL |
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Zemembering therelevans-indormation: T

Ongoing decisions such as-admission for care and-freatment requine the- personto-be
ablztoretain-the relevant information-over- tme, nof- st in the short - aszessment
period, sothat they-canuse the-informationdn the mizst wessk-or manthn-7
Thisreguires caryover between- assessment sessors {8 ts-always beiter fo-do- more
thiamone assessmend sessbon-for this reason-and for-othiers, such as-skow prooessing
spiecd, unbess £ 5-atwious that the person-does or does not-heve the capacity ta
make the-decision]. -1

Far-examinhe, f the person-nieeds bo-stay in-hospfal for trestmentand rehabliation
and-she-would be ot risk if she sel-dschamged-then she needs to-be able- o
remember-this for the whole-of the-admissloniand not et for B0 minubes with
promp&ing during the assessment. -1t s the same-for staying in2-@re-home for
support-ard-care. ¥

REMOLE 355C55MeEits: T

E -mightnos-be-passible far the-decdsion-maker to-achieve the same amound or-quality of
eyidence wihenundertaking an-assessmaendt rematelyas they might have obtained face-to-
face-witnthe diemty oatient - Howeyer, it = -hoped that the-Semote-Assessment Cheoklstwill
oo of walue dneunieus] tonseis such-as the - current -Coel d- 19 pandemic where-offcal
guidance-has-included dnstructions thatwisits fo-dients/patients-should-onky-happen when
necessany udiciary-of Brgland and-Walos, $farch 20200 - in theseinstanoes, -decision-
makers-shoulkd-Se clearabout the bass for thelr-assessments-in thelr motes {Judiclary of
Ergland-and- ‘Wales, March-2020). - Hoting the guestions asked or the tools used-along with
the-dedsion on capactty waould be pood practice ©

orianice Mackenae T
Consuttang Clintcal Meuropsychologlstt
Apri-2020y

EL |
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Appendix 4-1
Question Route for Focus Groups (Version 2, 18" April 2020)

e ®
Usimpan asserrmeni doal dosupport capaciny @messmenrs wndemaken resorely (e e
confeer of @ gledal dealil orminie A Jeenibifin sy

Qpestion route 1|

Intreduction{Infarmationdn orackets relates to-face-to-face-or online growmes oy to-be
read-out where relevant] T

Walcome-do our{acus groun-ond thank wou for-ogresing 4o contnibude 4o the group-
discussion, - My nome 45 -Lmvma Fowder-and P m dheannoipie rosearcher, -Gemmo Boviow-
fassisant Prrchologist) wil-he Aelodeg e fofonittote oo discussion). - We want fo-haar-
from-vou about wourexperience of wsing the copacirtocd, - We wil use yourfeedbeck fo-bein-
determine whethar iris fagsibis fo-undertoke dorger-soale resegrzh an-the fool, - Fow have-
hean provded with o copy-of the fool fodoy Lo-reming yow off s confend andioyout) - Fow -
were chosen bocguse-you undontoke copecthy oreessmends as oot af yowr roke., -7

Wyl be asking about ospects of the dooiyou fowed wsef and perbops Jess-wssful -
W wli-ask gtout -wfecher the toal impoched-an-pour-anochoe. - We wil-also osb about Sow-
s tooy might be roNed out fo-abber-senwioes in-bhe future. - There-are No-Wrong Qnswers. -
We are infevesteg in-differing perspechiver so pleose feel free to shore-your expanenoe-Sven-
finesedifars from offier people's it the groun - We are just @ interested inany ohaanges-
FOU expenenced 4n wrng the tool o3 wol as positive cxperiences, -1

Fafore-wa-heghe 7d Mo -to suggest some thimgs dhat showld falpfo maxe the-
discussion mane productive. - Plaose spoak oo o5 deank-os you can fo ensure Hhat your st
&5 fieard, - Aease dry and e one persan o a-hime. -For conficden thalty we o -Hhat vou onlp-
referde sach-otber-asing St nomes ond 4y fowvold weing the momes off oreane Jou-work -
with or spacific arganisations. § {Meme of AP wilf make non-varbahm, anonpmiseg notes of
ideas that seemsigmiicont ] - The-dscussion wil So-recovded (4 W recarced i web-based -
canference] Jwil also-he using o-gdicizobone devise-oso-bock-un recording. - This will de-
deipted strmght ooy -5F ot needes) -Onip myecodamic-sunsrwboes andg 1avl dearfseel e -
recording -or see-dhe enonpmised dransonpot. - Sail-haoe v an anonpmises trensonp from- e
recording a5 foon OF fosnble, - The-recording, -ransorint and notes taken durkeg the-group-
will e stoved securely wing passwarnd grofectedand-encngotes sofiware on- Linkersty-
spstems T

-uil-he using-ananpmibses quotes to-Wustrote - Andings. - 7 wi-share the quoies -
intend-to use-and thomos arsing-from-bhe discussions sith vou before fnalising the report -
¥ow ore inwied-te shove your comments o thiswithh e by email o on the phone. - vou-
share anpihing todmrhol sugpests that you oF someone eise -4 ot sk o in-danger, 4-aqill-
need fooct on-that dnformation o outhined Ao Hhe-isformaticn sheat. -1 hove modecopies of
Hhe-wormanion sheet avalotie fodoyl. -Does any one hove anp questions obogt anp of $his 37
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Iii-he asiting questions ond Asteming. - wil-write the guestion inhhe comment -hax as-
well as asideg € verbalip).- 1 wil not-be part of the discussion dud-want you to feeitable to-
Hoik fo-each-alfar - {t- fppine for some-peopie-to shove /maone within o group but e would
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Appendix 4-J
Individual Interview Schedule (Version 2, 18" April 2020)
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Appendix 4-K
Participant Debrief Sheet (Version 2, 18" April 2020)
by o
Participant debrief sheet ©

Thank youforghvingyour-time-to-mke partin thiz-research.y
L

‘Whathappens-neat?y

L

Emmia-willemailyouwith a summary-of imdlal themes-arising from the data and-the quotes

that they intend touse in the ressarche - Should-pou wish, you n-emall orfeleghone Emma
with your<ommentsand views onthese themes T

r

Once the research s complete, youw-wl also-be emalled a summary of the-written report for
wour-information, -¥

Whathappens-if i feel i need-support-after the-intervies *7

Ll

Lupport can be-provided by your manager o by your-GP. - You-canalso seck support from
ywour-arganisation’s eccupaticnal-health serdoe-where this-applies. - & list-of oocupational
nealth service contact-details are listed blow. -One-of these serdoes shouwld be relevant to
wou. -Akematively, powr-organisation’s intranet site should have-more-detalls on-emaloyee
nealth andwellbeing serdoes available 1o you. T

1

Mind: Suppart-for key-workers-7

Kis-a défcult time foranyone dnvedved ni-supposting vulnerable poople and MIND-have
rformation-on theirwebsite that-providesideas for coping with the challenges 1

T

mitps ) fweeeamind. crg.ukdinformation supportfcoronavinus fcoping-as-a-key-workerd T

1

Samaritans-7

Support-foranyone experiencing distress at-any-time- 1

Phone: 116 123 {free-24-howr-helpline] T

Webshe:sarw samantans.org.uk-y

r

Supportine-T

Providesa confidential felephone helpline, offering-emotional support-fo-amy-individeal of

ary-age on-anyssue. T
r

warw.supoortline.orguk-Helpline: 01708 72200 E-mall: info@swoportine.org.uk ]
r

A ol ol oW R



ETHICS SECTION 4-93
Appendix 4-L

Lancaster University Research and Ethics Committee (REC) approval letter

Lancaster F.’EB
University ©

Applicant: Emma Fowler

Supervisor: Guillermo Perez Algorta, Anna Duxbury, Suzanne Hodge
Department: Health Research

FHMREC Reference: FHMREC19090

29 April 2020

Dear Emma

Re: Using an assessment tool to support capacity assessments with people with an acquired
brain injury in the context of admission to hospital or a care home: A feasibility study

Thank you for submitting your research ethics amendment application for the above project
for review by the Faculty of Health and Medicine Research Ethics Committee (FHMREC). The
application was recommended for approval by FHMREC, and on behalf of the Chair of the
Committee, | can confirm that approval has been granted for the amendment to this research
project.

As principal investigator your responsibilities include:

- ensuring that (where applicable) all the necessary legal and regulatory requirements
in order to conduct the research are met, and the necessary licenses and approvals
have been obtained;

- reporting any ethics-related issues that occur during the course of the research or
arising from the research to the Research Ethics Officer at the email address below
(e.g. unforeseen ethical issues, complaints about the conduct of the research, adverse
reactions such as extreme distress);

- submitting details of proposed substantive amendments to the protocol to the
Research Ethics Officer for approval.
Please contact me if you have any queries or require further information.
Tel:-
Emai

Yours sincerely,

Research Ethics Officer, Secretary to FHMREC.
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Appendix 4-M

Lancaster University COVID-19 Study Amendments Requirement Email

Hi Emma,

We try and work to the path of least resistance with |IRAS applications so:

- If an NHS REC saw these amendments and approved them, it doesn’'t have to come back
to FHM REC.

- Since the changes were not requested by your NHS REC, but were made by you in
response to the current situation, it would be good if you could send your amended
(approved) IRAS form to Chris Beckwith (cc'd) with the changes you made highlighted, to
make sure that they are OK from a sponsor perspective. Usually amendments made that
haven’t been requested by the NHS REC should get sponsor approval but | can completely
understand that researchers are needing to make amendments through the process at the
moment — seeing a lot of this in FHM REC!

- Once Chris has confirmed that the changes are fine (and | imagine they will be if the NHS
REC approved them) then all is in place and you can start.

Hope this is OK?
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Appendix 4-N

Lancaster University Sponsorship Email in Relation to COVID-19 Study Amendments

(I,Zl You forwarded this message on Thu 4/23/2020 17:53

Hi Emma

No worries about sending the docs separately | think in these times that's completely
understandable.

Rather than sending all the documents back to you with notes on as | would have to save each one
individually | thought it would be easier to list the changes as there are only two:

Participant Consent form V3
- Maybe try to fit all the text on one page and if you can’t then you will need to number each

page.
Participant information Sheet V3
- You have said that you may follow up and 6 and 12 monthly intervals. How many years will
that be for or is it just one year? Can you clarify that in the PIS.

Let me know if you need anything else but overall its fine just those two comments.

Bw
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Appendix 4-O

NHS Research Ethics Committee Favourable Opinion

lak
Health Research

Plasse mota:  This ks the
fawvourable opinien of the
REC only and doas not allow
you to start your study at NHS
gitas In England until you
recelve HRA Approval

22 April 2020

Or Gulli2rmo Perez Algorna
Doctorate In Clinical Pe

Dvear Dr Perez Algoria

Study Hils: Lising an sasssameant bood to capacity
asgesaments with people with an acquired braln Injury
In Ehe context of admisatlon bo hospltal or 3 cars home: &
T zE bty study

REC refergnca: HHR AMNEST

Profocol number: nra

IRAS project ID: 272114

Thank you for your lether of 20 Aprl 2020, responding to the Commities’s raguest for further
Information on the above research and submiting revisad documentation.

The Turther iInformation was considered In comespondence by a Sub-Commilttes of the REC ala
meeting held on 21 Aprdl 2030, A list of the Sub-Commiitee memibers is attached.
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Confirmation of ethical opinion

On behalf of the Commitiee, | am pleased fo confinm a favourable ethical opinion for the above
research on the basls described In the application form, protocol and supporting documentation
as revised, subject to the condiions specified below.

Conditions of the favourable opinion

The REC favourabie opinion s subject io the following conditions being met prior io the start of
the shudy.

rTIErIE-[ErI'IH‘I l:d!ﬂl'E-E-H:ﬂ ﬂlrl E'.m:lianm shouid DEE:]-LIIHTI‘I:m aII I'IHS I:llyml'-ﬁm h'i'l:h'El:IIn
fhe shudy In accordance with HHS research govemance amangements. Each NHS onganisation
must confirm through the signing of agreements andior other documants that It has given

permission for the research to procesd (excapt whare axplcity specified otherwisa),

Guidance on applying for HRLA and HCRW Approval (England and Wales) NHS pamission for
research ks avalladle In the Integrated Research Appiication Sysiem.

For non-NHS sibes, sie management parmission should e obiained In accordance with the
procedures of Te rzlevant host organisation.

Sponsors are not required io noify the Commitiee of management permisskons from host
organisations

Registration of Clinical Trials

ItIs 3 condrkon of the REC fawourabie apinion that all clinkzal trials are reqisiered on 3
publicty accessible database. Fm'mtapupl:nse ‘clinical frials' amMEmnmmm
categories In IRAS project fiter guestion ciratice .
of Investigational medicinal products (CTIMPS), El:ﬂe-plfﬂtptlaﬁelmisln m.a‘ﬂwmmteerﬁ
ithese must s0ll regisier as a condiion of the REC favourable opinion).

Registration shauld take place as early a5 possiole and within & weeks of recnuiing the first
reseanch participant at the IFiest. Falure to regisier is 3 breach of these approval conditions,
uriess 3 defemal has been agresd Dy or 0N behall of he Research Emics Commities | s2& hene
mmmlmmnmmnnraqumauﬁm:

www hiranhs. i ric-im - TECER in=/recEnncherEs: i -rese

arch-project-identifiers)

A5 g2t out in the UK Policy Framewaork, reseanch SpOnsors ane responsible for making
Information about research pubiicly avallaible before | stanis e.g. by reglsterng the reseanch
project on @ pubdicly E-DDEEH:IHE register. FLI'I:r'I-E'rgIII:IaK:IE on lEgEhﬂk}n ls avalabde at:

www hirnhs. ric-im ECEN i e Tal 1o
ies
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You should nodfy the REC of the regisiration detalls. We will audit these as par of the annwal
Progress reporting process.

It I= the responsbliity of the sponsor to ensurs that all the conditlons are complled with
bafore the start of the study or = Infttation at a particular siie (a8 applicable).

Recommendation

The Sub-Committee recommended that clauses 2 and 3 of the client worker combined consent
form could be re-worded to make it clearer that participation In the study |s voluntary.

This Is a recommendation and does not hawe o be compdled with and will nof affect the
Favourable Cpinkon of the REC.

&fter athical review: Reporting requirsments

The afiached documeni “After ethical review — guidance for researchers” gives detalled
guidance on reporting requirements for studies with a favourable opinion, Including:

Mutitying substantial amendments
Adding new sites and In

Motification of serlous breaches of the protocol

Progress and s3fety repors

Mutitying Me end of the study, Including earty termination of the study
Finai report

The l3test guidance on these topics can be found at
hips-areea e nhs. Uk 3pgrovaks-amenimen b manaping -y our-aponval.

Ethical reviesw of ressarch aites

MNHSHSC slies

The favourable opinion appiies to all NHS/HSC sites listed In the application subject to
confirmation of Capacity and Capabliity (In England, Northam iratand and Wales) or
management parmission (In Scotland) being cbtained from the NHS/HSC RAD office prior {0 the
start of the sbudy (see “Conditions of the favourabie opinkon™ bekow).

Hon-MHSHSC BRES

1 am pleased to confinm that the favourable opinion applles to any non-NHSMHSC sies Ested In
the appilcation, subject to site management permission baing obtained prior to the start of the
study at the she.

Approved documents

The final k=1 of documants reviewsd and approved by the Commities |5 35 Tollows:
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Coples of adverfisement materiaks. for reseanch parbcpanis van 1= Aperll 2020
[EFThesksAdvert'yy. 3 01504 202

Evidence of 3ponsor insurance or indempity [mon NHE Bponsors W10 15 Apirll 2020
only] [Lancasien inkersityPublicl BbilEy Do 1]

Interdiew schedules or opic gukdes for participants w20 12 Apirll 2020
[nberview3cheduley' 2.015.04 2020]

Interdiew schedules or opic gukdes for participants w20 12 Apirll 2020
[QuesSonRouis ForFocusGroupsy' . 2 015 .04 2020

IRAS Application Form JIRAE_Form_ 10033020] 10 March 2020
Crther [CapactyfssessmentTonl] W10 11 December 2019
Crihesr [SV AmmaDiusbury 1025 02 20] Wig Z5 February 2020
Criher [Buranns Hodge CV {3rd Buperisor] vio 11 February 2020
Crther [Emmia Fosvier (FHMREC 19060) =thics approval] W10 2 Wanch 2020
Crther [LancasterUniverstyLiabiiyinsaanceDoc 2] v.io 1= Aperll 2020
Crther WA0 15 April 2020
[HRARECR=CommendationsComplelied Takkes'y', 1.015.04_2020]

Crther [RemoleAssessmentOiCapaciyToolV 2. 048 04_2020] W20 15 Aperil 2020
Crthesr [Thresholds ForUnderstanding’y 2018 04, 200610 W20 15 Apirll 2020
Crthesr FarticipaniDebrietShe ety 2015 04 _2020] WZo 15 Aprdl 2020
Criher FarticipaniDemographicEhe ety 2. 01204 _2020] w20 12 Apirll 2020
Parficipant consent fom FarticipantConsent=omny' . 3.018.04. 2000] |v30 15 Apirll 2020
Parficipant consent fiom V.o 1= Aperll 2020
[Cle=rfitork erCombined ConseniFomn ™. 1 018, 04 20310]

Parficipant consent fom W10 15 Apirll 2020
[ComsenFrocess Flowcharfy' .1 01804 _3000]

Paricipant information sheet (FIE] Wano 15 Apirll 2020
[Parficipantinformation3 ety 3,01 8.05 2020]

Reseanch proocol or project proposal w40 12 Apirll 2020
[ResearchFroinoohy 4 018,04 20210

Summary &V for Shief innvestgator | C1) W10 13 January 2020
[EViGulkemrmoParezAdgoraty'1.013.01.2020)

Summary CV for shudent [ErmimaFowlerCyn 1040001 202 0] W10 10 Jamuary 2020
Summary &V for supervisor {sedent reseanch] [V of primany W10 13 January 2020
supsrdsor and chiel ipres Hgaine]

Statement of compllance

The Commities |5 consiuted in accordancs with the Gowemance .I'I.I'IEI'EE"I'EI'ITETEI’ Aaseanch
Ethics Commitiees and complies fully with the Standard Operating Procedures for Resaanch
Ethics Commiltiees In the UK.

Ussr Feadback

The Heal!h Research Authorty Is continually striving to provide a high quallty service in all
applicants and sporEDrs. You are Invited fo ghve your view of the senvice you have recelved and
the appilcation procedure. If you wish 10 make your views Known please Usa the feamback fom
avaliable on the HRA webshe:

hitpofesanw. naonhs. Uk aboui-the-hadgovemanca’qualiy-assancef

4-99
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HRA Leaming

Wi ame pleased o welcome recearchers and reseanch stafl to our HRA Leaming Events and
onilne leaming opportunities— see detals at
hitos- e Nra nhs. uk/planning-andmproving-researchieaming'

[IRA% project ID: 272714  Pleaes quote thiz number on all COmespondsncs

With the Commitiee’s best wishes for the success of this project

Yours sincenaly

ERClOses List of names and professions of memibers
who were presant at the meeting and those who submitted wiitien

Comments:
“After ethical review — guidance for
researchers” [5L-AR2]

Lead Nafon England: aoprovalsdiira, nhe uk
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Londen - Surmey Ressarch Ethice Commities
Attendance at Sub-Commitiss of the REC mesting on 21 Aprl 2020

Committes Mambers:

Mams Profession Present Nofes

Mame Posiion jor reasor i affending)
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Appendix 4-P

Health Research Authority Approval Letter

Ynchwil lechyd
Health and Care Health Research
Research Wales Authority

Dr Guillermo Perez Algorta

Emalt approvals@ha.nhs.uk
HCRW.approvalsfiwales.nhs.uk

22 April 2020

Dear Dr Perez Algorta

HRA and Health and Care

Research Wales (HCRW)

Approval Letter

Study title: Using an azssessment tool to support capacity
assessments with people with an acquired brain imjury
in the context of admission to hospital or a care home:
A feasibility study

IRAS project ID: 272714

Protocol number: nia

REC reference: 20/HRASDBET
Sponsor Lancaster University

| am pleased to confirm that HRA and Health and Care Research Wales (HCEW) Approval
has been given for the above referenced study, on the basis described in the application form,
protocol, supporting documentation and any clarfications received. You should not expect to
receive anything further relating to this application.

Pleasze now work with participating MHS organisations to confirm capacity and capability, in
line with the instructions provided in the *Informaftion to support study set up™ section towards
the end of this letter.

How should | work with participating NHS/HSC organisations in Horthern lreland and
Scotland?

HREA and HCEW Approval does not apply to NHS/HSC organisations within Morthem Ireland
and Scotland.

If you indicated in your IRAS form that you do have paricipating organisations in either of
these devolved administrations, the final document set and the study wide governance report
(including this letter) have been sent to the coordinating centre of each paricipating nation.
The relevant national coordinating function/s will contact you as appropriate.
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Please see |IRAS Help for information on working with NHS/HSC organisations in Northem
Ireland and Scotland.

How should | work with participating non-MHS organisations ¥
HRA and HCRW Approval does not apply to non-NHS organisations. You should work with
your non-NHS organisations to obtain local agreement in accordance with their procedures.

What are my notification responsibilities during the study®

The standard condiions document “Affer Ethical Review — guidance for sponsors and
investigators", issued with your REC favourable opinion, gives detailed guidance on reporting
expectations for studies, including:

= [Registration of research

= Notifying amendments

= Notifying the end of the study
The HEA webesite also provides guidance on these topics, and is updated in the light of
changes in reporting expectations or procedures.

Who should | contact for further information ?
Please do not hesitate to contact me for assistance with this application. My contact details
are below.

Your IRAS project ID is 272714, Please guote this on all comespondence.

Yours sincerely,

Email: approvals@hra.nhs.uk

Copy fo:
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List of Documents

The final document set assessed and approved by HRA and HCRW Approval is listed below.

Document Version Date

Coples of advertisement malerals for research participants V30 18 Aprl 2020

[EFThesisAdvariV.2.013.04.2020]

Evidence of Sponsor INGUIANce of INdemnity (non MAS SporGors  |W.1.0 18 Aprl 2020

only) [LancasterUniversityPublicl labittyDoc1]

Interview scheduias o topic QuIdes Tor paricipants VZ0 18 Aprl 2020

AnterviewsScheduley 2.015.04 2020]

Itenview schedules o topic guides Tor paricipants V20 13 Aprl 2020

[CuestonRouteF orF ccusGroups\.2.015.04.2020]

IRAS Appikcalion Form [IFAS_Fomm,_10032020] 10 March 2020

Organisaion Informabion DOCUMmEn [Orgarisation INformation Vg 0 January 2020

Document]

Other [CapadlyASsassment Tool] ViD 11 December 2019

Oither [CVANNADUXDUryv1 025 02.20] Vid 75 Febniary 2020

Oiiher [SUzanne HoGge CV (31 SUDervisor]) Vid 11 February 2020

Dther [Emma Fowler (FHMREC19060) ethics approval] ViD 03 March 2020

Other [LancasterUniversityLiabiityinsurance DocZ] ViD 18 Aprl 2020

Oither Va0 18 Aprl 2020

HRARECRecommendabionsCompietedTables. 1.015.04 2020]

Ofher [RemoteAssesEmentofCapacityToolV.2 [18.04.2020] V20 13 Aprl 2020

Other [ThreshoidsForUnderstandingV 201604 2020] V20 13 Aprl 2020

Oither [ParicipamDebriershesiy 2.016.04.2020) VZ0 18 Apnl 2020

Oither [ParicipanDemographicshesty 2.018.04 2020] VZ0 18 Apnl 2020

Participant consent Toam [ParcipantConsentronmy'.3.015.04_2020] [V.3.0 13 Aprl 2020

Participant consant Toam VD 13 Aprl 2020

[CllenfWorkenCombinedConsentFormy. 1 D18.04 2020

Fariicipant Consant Toam Va0 18 Aprl 2020

[ConsentProcessFlowehanV. 1.018.04.2020]

Parficipant Information sheet (PIS) V30 18 Aprl 2020

[ParticihantinsormationSheety. 3.018.05.2020]

RES2arch proineDl of project proposal VAD 15 Aprl 2020

[ResearchProincolV. 4,018 04_2020)

Schedule of Events or SGECAT V0 11 December 2019

RASScheduleOfEvents\1.011/12/2019]

Sumemary CV for Chief Investigator (CI) ViD 13 January 2020

[CviGullermoPerszAlgortal/ 013.01.2000]

Summary GV 1or Siadent [Emmar owierC v 1.010.01.2020] Vid 10 January 2020

Summary CV for SUpervisor (stugdent research) [CV of primary VD 13 January 2020
and chief | o]
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Information to support study set up

IRAS projectID | 272714

The below provides all parties with information to support the arranging and confirming of capacity and capability with participating NHS
organisations in England and Wales. This is intended to be an accurate reflection of the study at the time of issue of this letter.

Types of Expectations related | Agreementto be | Funding Oversight HR Good Practice Resource Pack

participating to confirmation of used arrangements expectations | gxpectations

MHS capacity and

organisation capability

All sites will Research activities An Organisation | No external study | A Principal Mo Honorary Research Contracts, Letters

perfom the should not commence | |nformation funding has been | Investigator | of Access or pre-engagement checks are

same research | at participating NHS | Document has sought. should be expected for local staff employed by the

activities organisations in haan submitisd appointed at | Participating NHS organisations. Where

therefore there England or Wales and the Sponsor study sites. arrangements are not already in place,

5 only one site orto ek fommal po research staff not employed by the NHS

type. Prario fer onms is not requesting host organisation undertaking any of the
confimation of and does not research activities listed in the research
capacity and expect any other application would be expected to obtain a
capability to deliver site agreament to Letter of Acoess based on standand DBS
the study. be used. checks and occupational health dearance.

Other information to aid study set-up and delivery

This details any other information that may be helpful to sponsors and participating NHS organisations in England and Wales in study set-up.

The applicant has indicated that they do not intend to apply for inclusion on the NIHR CRN Partfolio.







