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Developing a dementia friendly approach to consent in dementia research

Michelle Pyer  and Alison Ward 

Faculty of Health, education and Society, University Drive, University of northampton, northampton, UK

ABSTRACT
Objectives: This paper explores the process of gaining consent from the perspectives of people living 
with dementia, their relatives/carers, and service providers. This is developed based on new primary 
qualitative research and addresses a gap in critical reflection on the practice and ethical process of 
research consent.
Methods: A qualitative approach was used to conduct this research through the implementation of 
four focus groups run with people living with dementia (n = 12), two focus groups with family members 
(n = 6), two focus groups with service staff (n = 5).
Results: Data was analysed thematically, to identify two core themes: consent as a journey and the 
flexible consent approach. These identified concerns with autonomy, decision making and placing 
people living with dementia at the centre of the consent process. The journey of consent emerged 
as central to supporting participation and enhancing the consent process.
Conclusion: The paper presents new evidence about the lived experience of research consent in the 
field of dementia, presenting the process of collecting consent in research as a flexible process that 
is best supported through a growing knowledge of participants and participation sites.

Introduction

Research is an important aspect of dementia service provision, 
supporting the care and treatment of people living with a diag-
nosis and supporting quality of life and wellbeing (Alzheimer’s 
Europe, 2019). While not all services may be able to conduct 
research or evaluation, it provides a valuable way to explore 
the impact and value of service provision and is often required 
by those funding or commissioning interventions (Tucker et al., 
2023). An essential aspect of the research process is obtaining 
ethical approval (Guarino et  al., 2016). The ethical process 
should be one which supports people to take part in research 
on an equal footing and can engage with those who are may 
be considered ‘vulnerable’ or underrepresented (Prosser et al., 
2008; Alzheimer’s Europe, 2019, Thoft et al., 2021). Many ethical 
processes are based on clinical research and have little flexibil-
ity for different areas of research that may be more pragmatic, 
or community based. Planning how to gain informed consent 
from those participating, is one such area. Overwhelmingly 
researchers in this field use a formal, written consent form, 
which is often the default expectation for many institutional/
organisational/professional ethics processes—although other 
variations are used such as video or audio recorded. Dementia 
researchers are increasingly committed to dementia-friendly 
practice, there has been surprisingly little critical reflection on 
the role of consent forms or discussion of alternatives.

The complex nature of consent may result in the exclusion 
of the person living with dementia (Schütz et al., 2016), before 
the study has even taken place. Informed consent is the process 
by which a potential research participant can review the risks 
and benefits of taking part and assess the value of the research 
for their own participation (Jongsma & van de Vathorst, 2015; 
Parmar, 2021). Chandra et  al. (2021) discuss the differences 

between informed consent and assent, whereby assent 
involves a lower level of understanding. Evans et  al. (2020) 
comment that the exclusion of people lacking capacity to con-
sent can lead to a lack of research in later life conditions. 
However, this is a complex area, with definitions of assent chal-
lenging to agree on (Overton et al., 2013). While consent iden-
tifies that the participant is able to understand and recall 
information in order to agree to participate, assent is still con-
sidered to involve a form of choice and a level of understanding 
(Black et al., 2010). However, practically this is still an ambigu-
ous area.

One of the most common difficulties individuals with 
dementia face is following long, complex information (Hake 
et al., 2017). Due to deterioration in memory, language and 
executive functioning as dementia progresses, individuals with 
dementia report losing track as they read (Australian Institute 
of Health and Welfare, 2012). Long sentences, complex forms 
and vocabulary may be challenging to understand and may 
not be culturally relevant (Alzheimer’s Europe, 2019). One of 
the fundamental challenges in making research more accessi-
ble for people living with dementia is selecting the most appro-
priate consent form which is also approved by the Research 
Ethics Committee (Hegde & Ellajosyula, 2016), for Higher 
Education, organisational and professional committees nation-
ally and internationally. Generic consent forms for research 
have been developed with small, compact, jargon laden text 
that is hard for people to understand and respond (Jayes & 
Palmer, 2014), and may result in participants signing forms 
without having read through or fully understood what is pre-
sented (Alzheimer’s Europe, 2019). Symptoms that are associ-
ated with dementia like difficulties with concentration, 
understanding, and short-term memory, makes their ability to 
provide informed consent questionable (Hegde & Ellajosyula, 
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2016). However, UK guidance, developed by people living with 
dementia, families and carers, states that people living with 
dementia have a right to take part in research and to be pro-
vided with information that is accessible (Dementia Action 
Alliance, 2010). Furthermore, Dementia Alliance International’s 
core value is that of ‘nothing about us without us’, emphasising 
the need for inclusion in all aspects of care and research 
(Dementia Alliance International, 2021). The Mental Capacity 
Act (2005) in the UK states that people should be able to con-
sent to participate and that information should be presented 
in a way that aids understanding to support this consent. This 
is also reflective of the principles set out by the United nations 
(1991) and by the World Health Organisation’s (2004) guidance 
for establishing mental health care legislation, as well as the 
United nations Convention on the Rights of Persons with 
Disabilities (United nations, 2006), which emphasises the need 
for people with disabilities to have the same rights as other 
people. The Alzheimer’s Europe report on research (Alzheimer’s 
Europe, 2019) reported that people living with a diagnosis of 
dementia should be enabled to provide their own consent, with 
adapted consent available for those who need it, e.g. via verbal 
means. The national Health Service’s Health Research Authority 
(2019), as an example of one national institution that is also 
echoed in other countries, guidance on consent recommends 
that consent can be adapted to different groups and their 
needs. This is echoed by the Dementia Enquirers Research guide 
(2019) which states that consent forms can be modified in 
design if they contain certain key information on: understand-
ing the research, personal data being collected, benefits and 
risks, withdrawal process and possibility to ask questions. While 
the adaptation of consent is included in the guidance, it is the 
experience of the authors that Research Ethics Committees tend 
to prefer a written format, an experience also noted in a reflec-
tive paper by Thoft et al. (2021). The aim of this paper therefore 
focusses on the formal written consent process.

This paper explores the process of gaining consent from the 
perspectives of people with dementia, their relatives/carers, and 
service providers. This is developed based on new primary qual-
itative research and addresses the major gap in practice/ethical 
process identified above. This provides a new approach to con-
sent literature and places the experiences of those giving and 
gaining consent central to the discussions. The study was initi-
ated following feedback from a dementia service in the East 
Midlands, UK. Having taken part in a research study with one 
of the authors, they reported that the consent forms had been 
very challenging, and that many of their members had found 
this a demanding process to go through, more so than the 
actual research. This is something that the research team had 
previously heard anecdotally. The aim of this paper is therefore 
to present new evidence-based guidance grounded on the lived 
experience of consent in social and community settings and 
how these pose important challenges for normative processes, 
and what this could provide in terms of learning to develop 
more user-friendly approaches.

Methods and aim

The research aimed to understand whether those living with 
dementia understand the language used when seeking con-
sent; whether it is appropriate; whether the style and format of 
the consent form aids understanding, and whether the consent 
form covers sufficient relevant information for the potential 

participants to give informed consent. This paper covers the 
outcomes of the consent process as experienced by the partic-
ipants in this study. This paper provides findings from the views 
and experiences of gaining or seeking consent from people 
living with dementia, family members/carers, and service leads.

Data collection

In consultation with people living with dementia, carers/rela-
tives and a service provider, focus groups were selected as our 
data collection method. Focus groups were considered to 
enable the development of a supportive environment for par-
ticipation. Given the focus of the research was the rather 
abstract topic of consent, our consultation group, who all had 
dementia, said they would be more comfortable with the sup-
port of peers when participating. Forchuk et al. (2015) found 
that focus groups can enhance a sense of peer support and 
engagement in research. A copy of the discussion guide is 
included as Figure 1.

Participants with dementia, service delivery staff and family 
members were recruited from a local community dementia 
service in the East Midlands, UK. People living with dementia 
were also recruited from a young onset dementia public and 
patient involvement and engagement group who meet virtually 
and have representation from across England. The people living 
with dementia were all living in their own homes alone or with 
relatives. They all consented independently to participate, how-
ever, some were supported by a trusted advocate, such as their 
family member or a dementia service lead. All the participants 
(staff, family and those with dementia) had previous experience 
of being part of a research study and therefore had knowledge 
of the processes and concepts being discussed.

The findings here are drawn from analysis of eight focus 
groups (4 with people living with dementia, speaking with 12 
individuals; 2 with family members, speaking with 6 individuals; 
2 with dementia service staff, speaking with 5 staff ). The groups 
were undertaken face-to-face and virtually depending on the 
group (see Table 1 for a full breakdown). The focus groups for 
the people living with dementia averaged 44 min (23–76 mins); 
for family and carers they averaged 25 min (23–27mins) and the 
service staff interviews averaged 21 min (17–24mins).

A discussion guide was developed to explore the experi-
ences of collecting consent in research. This explored the use 
of consent forms (design and language) and the process of 
gaining consent at the start of the research process. Two con-
sent form examples were used as part of the discussions to give 
context and explore different ways of designing a form. The 
discussion guide allowed participants to give spontaneous 
responses and information about the content and understand-
ing of research terms, for example risks and benefits, anony-
mised data and confidentiality. All the focus groups were audio 
recorded digitally with the permission from the participants. 
These recordings were then transcribed by the researcher team 
verbatim.

Ethics

The project received ethical approval from the University of 
northampton’s Faculty of Health, Education and Society 
Research Ethics Committee (REF: FHSRECHEA000277). All par-
ticipants were informed about the study prior to participation, 
and members of the team attended meetings with participants 
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with dementia and families to discuss the project beforehand. 
Participants with dementia provided recorded verbal consent, 
and all other participants provided written consent.

Analysis

A thematic analysis was undertaken based on Braun and Clarke 
(2006) six stages of thematic data analysis. This was undertaken 
by two experienced qualitative senior researchers who went 

Table 1. Focus group attendance.

group  type  numbers attending 
Focus 
group 

People living with dementia  Face to face  4 (4 female)  1 
People living with dementia  Face to face  4 (2 male; 2 female)  2 
People living with dementia  Virtual  3 (1 male; 2 female)  3 
People living with dementia  Virtual  3 (3 male)  4 
Family and carers  Face to face  3 (1 male; 2 female)  5 
Family and carers  Face to face  3 (2 male; 1 female)  6 
Service staff  Face to face  2 (2 female)  7 
Service staff  Face to face  3 (1 male, 2 female)  8 

Figure 1. Focus group discussion guide.
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through a process of familiarisation by reading all the tran-
scripts. Initial codes were then generated with both researchers 
reviewing these to identify and name the key themes.

Results

Participants shared a range of significant and practical dilem-
mas in the consent process with people living with dementia. 
These centred on issues of autonomy, decision-making and the 
need to place people living with dementia at the heart of a 
consent process which is flexible enough to reflect diversity.

Consent as a journey

The importance of attending to consent as a journey or process 
was a central tenant of the views offered by participants. Their 
contributions also illustrated the need to ensure that consent 
was not planned as a single time point or even a linear process 
of delivery, but rather offered flexibility. This flexibility was key 
to ensuring an effective response to the diverse range of needs 
and wishes that people living with dementia have.

Within ethically constituted research, the needs and wishes 
of participants are paramount. People living with dementia in 
this study offered two perspectives on this; some advocated 
the need for their autonomy of decision making to be reflected 
in the design of consent processes and their right to be involved.

…as a researcher taking consent you’ve got to be really careful that 
you don’t just simply talk to the supporter and take their consent. 
You need to actually find ways of getting the person to understand 
what it is and whether they want to do it.

Steve, person living with dementia, Focus Group 3

Well, I think so I think one ought to be able to say at any stage in any 
sort of program that involves my future I prefer to say definitely this 
is okay, this is okay and this is not okay…

Anne, person living with dementia, Focus Group 1

Alongside this came a recognition for some that as their 
dementia progressed the support of others may be needed. 
Some said it was important to share their views with others 
before this happened, in order that those around them would 
know their wishes ahead of time.

…the person who is the supporter must know me, must know 
about me, know any preferences I expressed while I was able to if 
I’m not able to now…

Steve, person living with dementia, Focus Group 3

For me at my stage no but I think for people further down the line 
or struggling to understand their carer would be essential.

Fiona, person living with dementia, Focus Group 3

Other participants intimated a hesitancy to be approached 
in isolation from their relatives or carers. They argued that novel 
situations, documentation, processes, and people can act as 
precursors to increased anxiety and enhance an existing lack of 
confidence. This further highlights the need for flexibility and 
considerable preparation in designing the consent journey with 
adaptations made according to the needs shared by recruiting 
organisations prior to engagement.

At the moment I’m happy. If my dementia gets any worse, will I feel 
anxiety, trepidation, big word!

Chris, person living with dementia, Focus Group 4

…but I live with my family so this depends what they think. 

Sue, person living with dementia, Focus Group 2

Carers and service providers also signalled a need to ensure 
the consent journey was planned to reduce the level of new 
information/situations people living with dementia were 
exposed to at any given point. new information coupled with 
a perceived lack of confidence, meant that some preferred their 
relatives to take a lead on decision making, and some service 
representatives suggested that the recording of a consent pro-
cess could be undertaken by individuals already known to peo-
ple living with dementia, under the direction of research teams.

In the past if I’ve not been around he’d [husband] have done it him-
self so it’s a change and I can see the difference there and now any-
thing that requires some brain power just gets passed over 
instantly.

Pat, relative, Focus Group 6

Don’t expect to get any kind of sensible answer if you don’t know 
them. They’ve got a very high level of anxiety and a low level of 
confidence. They know that they’re likely to not understand or be 
confused about things. So, they’re already ready for that as soon as 
somebody new comes in and it’s almost a self-fulfilling prophecy.

Lesley, dementia service representative, Focus Group 7

Flexible consent approach

Flexibility in the consent process was a key theme in the con-
tributions of the participants. A combination of ways of com-
municating information—adding flexibility to the process - was 
also considered imperative. Examples included written and 
verbal (where the focus of a study was deemed low risk), inde-
pendent and collaborative consent capture/recording.

There needs to be a combination of ways to consent and not just 
one form because if it gets too wordy I don’t read it. It’s got to be to 
the point and not too much unnecessary words. …have difficulty 
with reading and text and visual stuff I think it would be good quite 
good to have a vocal thing where even if it’s a complicated thing 
but somebody has a 1-2-1 where you’re asked questions and some-
body else can fill it in.

Sam, person living with dementia, Focus Group 4

The need for flexibility in recruitment on the part of research 
teams is key, including the ability to adapt plans at short notice. 
A recognition that researchers may not be welcomed by some 
potential participants and may need to change their approach 
was considered important.

…ultimately if someone who’d actually come to the session and 
then they were particularly offended about you [researcher] being 
there it would be up to the researchers to leave rather than them… 
So, they know they’re there in the background as invited guests 
and if they become unwelcome guests at any point then it’s their 
responsibility to leave. 

Greg, dementia service representative, Focus Group 8

Where researchers work with carers/relatives and service 
providers, they can design flexible approaches that draw on the 
previous experiences of families, building familiarity with their 
presence and role over time. This also ensures that where partial 
or segmented recall of the consent journey occurs there are 
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individuals able to reassure and discuss concerns. This was par-
ticularly raised in relation to signing consent forms, which can 
cause anxiety later and was related to a formal, contractual or 
financial process and lending the process gravitas.

I’m thinking about my Mum, that causes confusion [signing a form] 
and then post that causes massive anxiety. She forgets she’s filled it 
in and then she goes oh there’s some paperwork, what have I done, 
what have I filled in, what have I signed away

Phil, relative, Focus Group 5

…she might recall that she signed something but she wouldn’t be 
able to tell you what it’s for.

Rich, relative, Focus Group 5

Fluctuating capacity and willingness to participate were also 
key concerns of all participant groups. Changing capacity 
between multiple sessions, short term memory within the time-
span of documenting consent for a project, and changes in 
mood and willingness to take part were all noted as reasons for 
flexibility in the consent journey.

…you would have to state every time you came the purpose as 
[people living with dementia] wouldn’t remember one week from 
the next. 

Carol, dementia service representative, Focus Group 8

I can imagine myself having to explain that straight away and then 
I might have lost them for the rest of it, do you know what I mean?

Lesley, Dementia service representative, Focus Group 7

Representatives from the dementia settings reported that 
researchers should become familiar with settings they work in or 
where they recruit potential participants. As such building rapport 
with participants is also about building rapport with the organisa-
tions (where relevant) and understanding the usual practice in 
which the consent process may be slotted into. For example, when 
visiting settings to get to know participants, visiting on days when 
the group usually meet. The role of the researcher is then about 
being flexible to the needs of the organisations they may be work-
ing with as well as the individual participant’s needs.

Some of the participants living with dementia queried the 
extent to which researchers had the power to affect recommen-
dations about consent in practice. They had experienced the 
inflexibility of the research process, and shared concerns regard-
ing the role of research ethics committees (RECs) in the rigidity 
of their requirements. The thoughts of people living with 
dementia on this topic are an important contextual concern for 
the findings reported above and the potential limitations 
researchers have in being flexible in their approach.

I’m going to sound kind of rude again and in a way we’re talking to 
the wrong people, not you but we are talking to the wrong people 
because as far as I know your hands are tied because the funders 
and the Ethics Committee decide how you get consent and then 
you just present that consent so none of us get a say in it until we 
change their opinion.

Lynn, person living with dementia, Focus Group 4

…we were going to be funded by [funding organisation] to carry 
out a research project but when trying to develop our idea further 
and finding out as we went into the ethics side of things how 
impossible to match their requirements with people with dementia 
and we’ve thought we’re not up to this.

Chris, person living with dementia, Focus Group 4

Discussion

The aim of the project was to explore the experiences of gaining 
and giving consent for people living with dementia in research, 
enabling the development of user-friendly approaches. The 
findings from this study add critical new evidence to existing 
literature on the lived experiences of consent for people living 
with dementia, carers and service providers themselves. This 
emphasises the importance of the research relationships, the 
need for flexibility and anonymity, rather than a focus only on 
using an adapted consent form. This includes planning consent 
as an ongoing journey and not something that is made at a 
single time point or initial contact (Alzheimer’s Europe, 2019; 
Dewing, 2007).

This paper also reiterates the need for flexibility and finding 
a balance of enabling autonomy of decision-making where this 
meets the needs of the participants and that these needs will 
have variability between individuals (Mueller et al., 2017). This 
could also reflect the need for flexibility within individual’s who 
experience fluctuating capacity, as is shown in the findings 
above. Additionally, there is a need to recognise that some peo-
ple living with dementia will prefer to make decision inde-
pendently, while others may prefer involvement of carers or 
professionals in supporting consent-related decisions. The 
needs of different participant groups also need consideration 
here, as those from a minority ethnic background may prefer 
to have input from family members in making decisions 
(Alzheimer’s Europe, 2019). Part of supporting autonomy is the 
provision of clear and comprehensive information that clearly 
sets out the particulars of the research and aid in decision mak-
ing (DEEP, 2019; Thoft et al. 2021; Wolverson et al., 2023), and 
through training for carers or services in providing support that 
can enhance understanding (Haberstroh et al., 2014; Mueller 
et al., 2017). Furthermore, enhanced consent processes, such 
as simplified forms or different presentations of consent (verbal, 
slideshow), can provide greater understanding and support 
participation (Mittal et  al., 2007). A review of audio-visual 
approaches to consent did not find these raised the level of 
understanding and participation for research but did suggest 
the process of consent was more satisfactory and that further 
research was needed to explore innovations in gaining informed 
consent (Synnot et al., 2014).

There is little literature or research that explores the use of 
enhanced consent processes (Poth et al., 2023). These, Poth et al. 
(2023) argue focus on supporting a person’s understanding of 
the research and do not attempt to support the three other core 
elements of gauging consent, i.e. appreciation, reasoning, and 
expression of a choice (p.293). Aspects that may support 
informed consent go beyond the use of forms and/or audio-vi-
sual elements and should include careful assessment of verbal 
and nonverbal language. An overreliance on memory and atten-
tion have also been identified as impacting on a person with 
dementia’s ability to provide consent (Haberstroh et al., 2014; 
Mueller et al., 2017). The use of visuals, adaptations in commu-
nication and use of keywords can have a positive impact 
(Mueller et al., 2017; Poth et al., 2023). However, a strengths-
based approach by Poth et al. (2023) did not find any significant 
results when comparing an enhanced consent process to a 
standard consent process, although again understanding may 
have been improved. What this present paper explores is that 
consent is a process that requires consideration beyond the act 
of gaining consent, where getting to know individuals and set-
tings, using enhanced consent forms, understanding the 
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balance of autonomy in decision-making, and researcher flex-
ibility are key to ensuring that people living with dementia and 
those around them are heard in the consent process. These 
aspects also ensure that people are not excluded from partici-
pation. Additionally, research teams need to be empowered to 
be flexible enough to meet the needs and wishes of those they 
are recruiting.

Liaising with those who know potential participants (service 
providers, relatives and carers) whilst planning the consent jour-
ney was considered an important component. This is reflected 
in the approach by Dewing (2007) who advocates for per-
son-centred research relationships in the consent process. This 
means considering the broad range of needs, situation and 
setting that any context may include. Holden et al. (2018) paper 
explores the way that people living with dementia can consent 
to research and acute care when they are in the more advanced 
stages of their dementia. Their paper, however, focuses on the 
procedural element of gaining consent and is based on process 
mapping and engagement with institutional review boards. 
What this present paper identifies is the need for a relational 
approach to sit alongside the procedural, as identified from the 
perspective of those living with a diagnosis of dementia. 
Alongside this is a need for dementia researchers to plan for 
flexibility of approach in relation to introductions, sharing infor-
mation, recording decisions and capturing ongoing capacity 
and consent. Papers which illustrate the challenges that 
researchers face in balancing the consent process in dementia 
focussed research are useful in informing the wider community 
of how reflective practice within research teams can offer prac-
tical guidelines for meeting this challenge (Slaughter et  al., 
2007). However, there is a need for broader research communi-
ties to reflect on the needs of participants and research teams 
in these situations, working to empower a flexible approach 
which embeds the changing needs, wishes and roles of different 
stakeholders in the consent process. An example of such a col-
laboration is documented in Russell et al. (2023) paper, discuss-
ing the role of interdisciplinary approaches to address ways of 
supporting those underrepresented in research to participate 
through ethical and methodological review. Participants in this 
study were acutely aware of restrictions in the design of research 
documentation and processes arising from the expectations of 
those who approve research, and that this can impact on their 
ability to participate. Therefore, finding ways to as a community 
to address these challenges is central to ensuring more people 
can participate.

People living with dementia may wish to share their prefer-
ences in relation to research with others so that they can make 
decisions on their behalf when they are no longer able to. The 
emphasis here is on others knowing what this individual would 
prefer so that they are acting on their best interests. Carers also 
shared concerns that people living with dementia may not 
always recall or understand that they are taking part in research 
and that this can change from one day to the next, therefore 
having an understanding of the person’s wishes may be crucial 
to their continuation in the research. This was a major finding 
in Evans et al. (2020) review of consent processes, identifying 
what a person wishes while they have capacity to decide is 
important so that future decisions are enacted in accordance 
with these wishes, with advance directives being one way to 
support such choices. There is potential for such considerations 
to be made regarding advance directives for future research 
participation. This exists in medical models, for example with 
people deciding on end-of-life treatment, whether to leave their 

brains to medical research or organs for donation (Alzheimer’s 
Association, 2016). This raises the potential for such decisions 
to be made in relation to social research. Furthermore, the par-
ticipants acknowledged that consent processes and forms 
remain the same regardless of the ‘level’ of study. The recom-
mendation was to explore different processes that could be 
more flexible depending on the type of study. There is a differ-
ence from a person being involved in invasive medical research 
to taking part in an evaluation of a service and completing 
similar complex consent forms.

In the UK, legislation states that as capacity changes or is grad-
ually lost, decisions on care or research involvement fall to 
advance directives or proxy consent, alongside capacity assess-
ments (MCA, 2005). This is also reflective of the United nations 
(1991) principles on mental health care. Findings from Overton 
et al. (2013) research on how proxy decisions were made for peo-
ple living with dementia who no longer had capacity revealed 
that advance directives were not always followed, with those 
making the decisions considering the values and beliefs they felt 
related to the individual in question, in that moment as opposed 
to when the directives had been established. This was particularly 
true when a person had decided not to take part in research. 
Decisions made by participants in Overton et al.’s study reported 
to have based their decisions on verbal and nonverbal signs or 
emotional responses. Overton et  al. consider there is a high 
degree of trust placed in the relationship between a person with 
dementia and their formal/informal caregivers. This is reflected 
by several of the participants in this present study who wanted 
the support of their family when considering whether to partic-
ipate in research or not, a trust that in this instance was also 
imparted to the dementia service they attended. This remains a 
complex area where further research and potentially training for 
caregivers can support a greater emphasis on supporting deci-
sions made by those who are living with dementia.

One aspect that was raised by all of the participants was the 
need to reduce new information or situations in research. This 
relates to the newness of researchers in a setting or meeting 
potential participants. Recommendations for researchers to 
meet participants in advance of collecting data were made, to 
discuss research topics and to familiarise themselves with set-
ting practices and individuals. This was considered to be a two-
way process that would support people living with dementia 
to take part in research. While this is perhaps a practice to strive 
for, it is also acknowledged that this can take time and resources 
that many research projects may not have. Suggestions were 
also made for a greater collaboration with services to support 
the consent process, under research direction.

Limitations

This research has added critical new perspectives from people 
living with dementia, relatives/carers and service representa-
tives. Given the challenges of working to meet their diverse 
needs, we recognise that some of the recommendations high-
lighted may not be feasible within a larger scale study, however 
we offer them as a basis for broader discussions about the ways 
in which flexibility can be built into research studies that focus 
on participants drawn from what might be termed lesser heard 
groups. This paper has not covered capacity assessments and 
while the authors recognise that this is a central aspect of con-
sent, the purpose of the paper was to explore the experience 
of gaining consent from a range of perspectives.
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It should be noted that the research is ongoing and phase 2 
will capture the views of Research Ethics Committee members 
through a national questionnaire designed to gain an under-
standing of how an ethics committee may respond to a newly 
designed dementia friendly consent form and recommenda-
tions for practice in the field when offering approval for consent 
processes in research. The authors also acknowledge the lim-
itations of using a focus group approach. Such limitations may 
include the dominance of one member, potential for conflict or 
dissenting views to be stunted, and the group may have a bias 
(Smithson, 2000). The authors facilitation of the groups aimed 
to mitigate these limitations, although they may still have 
impacted on the findings of the research.

Conclusions and implications for practice

This research has discussed the views of people living with 
dementia, carers/relatives and service providers on informed 
consent in research, providing a current contribution to this 
complex area of dementia study. The dissemination and discus-
sion of these findings to/with approval giving and funding 
organisations is also of paramount importance in empowering 
researchers and other stakeholders in dementia focused 
research to apply them with flexibility in practice, carry out proj-
ects which meet the needs of the broadest range of participants. 
This research has broader ramifications for a range of vulnerable 
groups in the UK and internationally who may present with a 
diversity of needs and where flexibility is key to ensuring ethical 
consent practices: researchers working in the field who can 
build knowledge of each participants’ needs would benefit from 
being able to tailor their approach to the consent journey 
accordingly. A broader re-consideration of the ways in which 
RECs and the broader dementia research community can 
encourage and empower researchers to embed flexibility in the 
consent journey is needed.

The authors are aware of areas of research and conversations 
taking place on the issue of consent and challenges of meeting 
ethical processes in research practice. There is a need for an 
international agenda to drive forward a conversation on inclu-
sive consent processes. This would provide an opportunity to 
share best practice approaches and enhance international crit-
ical discussions on inclusive consent in research, whilst balanc-
ing the legal and ethical requirements of research against the 
diverse needs of (potential) research participants for whom 
consent processes can preclude participation.
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