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Abstract: Background: Globally, close to one billion people are living with a mental health disorder,
and it is one of the most neglected areas in Public Health. People with severe mental illness have
greater mortality risk than the general population, experience health care inequalities throughout life
and represent a vulnerable, under-served and under-treated population, who have been overlooked in
health inequality research to date. There is currently a dearth of evidence in relation to understanding
the palliative care needs of people with severe mental illness and how future care delivery can be
designed to both recognise and respond to those needs. This study aims to co-design an evidenced
informed service model of integrated palliative care for persons living with a severe mental illness.
Methods: This qualitative sequential study underpinned by interpretivism will have six phases. An
expert reference group will be established in Phase 1, to inform all stages of this study. Phase 2
will include a systematic literature review to synthesise current evidence in relation to palliative
care service provision for people with severe mental illness. In Phase 3, qualitative interviews will
be undertaken with both, patients who have a severe mental illness and in receipt of palliative
care (n = 13), and bereaved caregivers of people who have died 6-18 months previously with a
diagnosis of severe mental illness (n = 13), across two recruitment sties in the United Kingdom. Focus
groups (n = 4) with both mental health and palliative care multidisciplinary staff will be undertaken
across the two recruitment sites in Phase 4. Phase 5 will involve the co-design of a service model
of integrated palliative care for persons living with severe mental illness. Phase 6 will develop
practice recommendations for this client cohort. Discussion: Palliative care needs to be available at
all levels of care systems; it is estimated that, globally, only 14% of patients who need palliative care
receive it. Reducing inequalities experienced by people with severe mental illness is embedded in
the National Health Service Long Term Plan. Internationally, the gap between those with a mental
illness needing care and those with access to care remains considerable. Future policy and practice
will benefit from a better understanding of the needs of this client cohort and the development of a
co-designed integrated care pathway to facilitate timely access to palliative care for people with a
severe mental illness.

Keywords: qualitative research; co-design; severe mental illness; palliative care; end-of-life care

1. Background

People with a severe mental illness (SMI) face significant inequalities with regard to
their physical and mental health, often facing stigma and exclusion. The World Health
Organisation (WHO) defines mental illness as depression, bipolar disorder, schizophrenia
and other psychoses [1]. This population are often diagnosed with terminal conditions
much later than members of the general population [2]. Severe mental illness (SMI) is any
psychiatric disorder that is not transient (i.e., it persists for a long period) that requires
care/treatment and is associated with severe social and societal limitations [3]. Previous
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research has highlighted the palliative care needs of people with SMI are under-recognised
and under-treated [4,5], occurring most frequently only in relation to crisis management.
Thus, understanding the palliative care needs of people with SMI and developing services
which recognise and respond to their needs is required [3].

While people with SMI have a high need for palliative care [6], they face inequalities in
healthcare and are seen as a vulnerable population, underrepresented in health disparities
research [7]. This is reflective of a “loud silence”, and neglect, when it comes to SMI and
death and dying [8].

Adults with SMI experience higher rates of physical ill health and have a life ex-
pectancy 10-20 years lower than the general population [9]. Excess mortality is primarily
due to chronic diseases such as cancer, heart disease, chronic obstructive pulmonary dis-
ease, and dementia [10,11]. Excess mortality from chronic disease is multifactorial; people
with schizophrenia, for example, have similar incidence of most cancers to the general
population, but have up to a two-fold risk of dying of their disease due to under-detection
and under-treatment [8].

The benefits of palliative care span multiple domains including improvements in
symptom burden and quality of life for people and caregivers [12]. Such benefits are most
notable with early provision of palliative care. Evidence suggests early palliative care,
often in conjunction with disease-oriented treatment, can profoundly affect the trajectory
of illness by improving quality of life and mood and decreasing aggressive end-of-life
interventions [13].

In the United Kingdom, policy on palliative and end-of-life care embeds the idea
that as part of a humane society, dying well no matter where or who you are, whatever
the circumstances, is a basic aspect of human dignity [14]. In line with the end-of-life
care strategy, the Department of Health’s Service Framework for Mental Health and
Wellbeing [15] identified palliative care as a generic standard. Despite the high chronic
disease morbidity and mortality experienced by people with an SMI, data suggest that the
provision of palliative care to these people is poor. Lack of access to palliative care directly
affects the management of end-of-life symptoms. For example, patients with schizophrenia
receive significantly less opioid analgesia and experience poor quality end-of-life care
compared to patients without an SMI [4]. Palliative care disparities among people with
an SMI are not limited to direct end-of-life care; a study comparing mentally ill and non-
mentally ill nursing home residents found mental illness was associated with a 24% odds
reduction of a resident having any form of advance care planning [16].

For this project, integrated palliative care is defined as bringing together adminis-
trative, organisational, clinical and service aspects in order to realise continuity of care
between all actors involved in the care networks of people receiving palliative care [17]. It
aims to achieve quality of life and supportive palliative care for the patient and the persons
closest to them in collaboration with all caregivers. However, despite the popularity of
developing integrated models of care, there is poor shared language across palliative care
and mental health care disciplines [18].

It is acknowledged that palliative care for people with SMI poses unique challenges.
There can be stigma and misattribution of physical symptoms due to having a mental illness;
diagnostic overshadowing is a form of systemic disparity with negative language and
marginalisation around people with SMI [19]. In addition, a lack of integration of services,
all pose a threat to access to palliative care. A recent scoping review of palliative care and
SMI confirmed that there cannot be an expectation of leaders and healthcare providers to
deliver high quality integrated care without the voice of service users [20]. People with
lived experience of SMI and their caregivers have a powerful and essential voice to provide
an insight into the barriers and challenges experienced in accessing palliative care. To
date, there has not been a development of an integrated service model of palliative care
which responds to the needs of this under-serviced and under-researched group. Access
to palliative care is emerging as a public health priority with a global need for palliative
care to double over the next four decades [21]. Thus, the generation of recommendations
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from this study will inform policy and further research and service development within
this area.

2. Methods
2.1. Aim

This study aims to co-design an evidenced informed service model of integrated
palliative care for people living with an SML

Operational definition of severe mental illness (SMI)

Within this study, there is recognition of the lack of an accepted consensus definition
for SMI. However, it was necessary to have an operational definition, and within this study;,
people with SMI are defined as individuals who experience reduced general functioning
due to their psychiatric disease, being in need of specialist care and having received such
care for at least two years [3,22-24]. Hypothetically, all psychiatric diagnoses could present
with SMI; however, the major diagnosis groups are schizophrenia, bipolar disorder and
personality disorder [24].

2.2. Study Design

This is an exploratory qualitative sequential study [25], based on interpretivism [26].
An exploratory (i.e., emergent theory) approach is one that requires the researcher to induc-
tively and empirically develop theory from research data. The philosophy of interpretivist
research is to understand the world from the point of view of the participants, rather than
the world’s explanation; it is, therefore, consistent with the aim of the study.

Commonly, the PICo framework, (population, interest and context) can aid and guide
the literature review maintaining relevancy with the research question at hand, translating
these elements of the research question is the core of evidence in this instance. Due to the
qualitative nature of this programme of work, the PEO framework (P—Population, people
with SMI, E—Exposure, palliative care and O—OQOutcome, integrated care) is utilised, the ap-
propriateness of which is outlined in the literature [27], to allow for a better understanding
of the phenomena and experiences.

There are six stages within this study, as outlined in Figure 1. The timeline of duration
of each phase is as follows: establishment of expert reference group, 0-4 months with
meetings at 12/24/30 months. Literature review, 0-9 months. Semi-structured interviews,
13-19 months. Development of a service model, 25-28 months. Recommendations from
the study and expert reference group, 27-29 months.

Phase 1: an expert reference group will be established and consulted at all stages of
this research project, in keeping with the co-design methodology incorporated into this
study. The expert reference groups will comprise core stakeholder groups, including people
with SMI and bereaved family caregivers, representatives of advocacy groups, health and
social care professionals, policy makers, researchers and clinicians in palliative care and
international experts in the field of study. The expert reference group will advise on the
iterative stages within the research process, such as the development of interview (Phase 3)
and focus groups (Phase 4) schedules. They will also review the qualitative study findings
(Phases 3-5) and translate findings into the development of a co-designed service model
for integrated palliative care services for people with SMI (Phases 5). Finally, they will help
advise on proposed study recommendations (Phase 6) and guide a range of dissemination
activities resulting from this study.

Phase 2: this will involve undertaking a systematic literature review [28]. The purpose
of the systematic literature review will be to synthesise research conducted into palliative
care and SMI to identify current evidence related to the palliative care needs for people
with SMI, current service provision for this client cohort and evidence gaps in current care
provision of this patient cohort. The review also contributes to the interview and focus
group guides used in Phases 3 and 4.

Phase 3: this includes qualitative semi-structured interviews with both people who
have SMI in current receipt of palliative care and bereaved caregivers of people with SMI
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As previously outlined, many people with SMI do not access palliative care, and for those
that do, who may be at the end stage of their lives, taking part in research may be difficult
due to the increased deterioration and symptom burden. Recruiting only people with SMI
as participants in palliative care research has the potential to be biased, as the patient may
only be able to take part in the research if they are relatively well [29]. The challenges faced
by people who are increasingly debilitated due to the impact of their disease may not be
fully captured within the data. This is a complex recruitment challenge and the research
team will adopt a two-pronged approach to data collection, recruiting both people with
SMI currently in receipt of palliative care and bereaved caregivers of people with SMI.
Bereaved caregivers have been chosen to be involved in this study as proxies for people
with SMI in receipt of palliative care to provide vital insight into the person with SMI
end-of-life care. Evidence shows that such proxies can reliably provide information on the
person’s experience and quality of palliative care services and on patient’s symptoms at
the end of their life [30,31]. By using this combined recruitment strategy, it is envisaged
that the research team will gain a full understanding of the totality of the experience of
palliative care provision for people with SMI. Caregiver participants will be recruited 6-18
months post-bereavement. The period of time post bereavement has been given careful
consideration, and although this was not straight after the death of the person with SMI, it is
within a time-frame which previous research has demonstrated allows bereaved caregivers
to remember their experience, whilst minimising trauma to the participant [30] and giving
due consideration to the ethical concerns when approaching bereaved caregivers [32].
Inclusion and exclusion criteria are detailed in Table 1 below.

*Establishment of an expert reference group.

*Undertake a systematic literature review.

*Conduct qualitative semi-structured interviews with both patients who have SMi )
in current receipt of palliative care and bereaved caregivers of patients with SMI.)

*Conduct focus groups with service providers (multidisciplinary including both
mental health and palliative care providers).

*Co-design a logic model for integrated palliative care services for people with

SML.

0 . . . \
*Generate recommendations to inform education and policy, further research and
service development in this practice area.

J

Figure 1. Overview of the six stages of the study.

We will conduct approximately 13 interviews with each group, i.e., people who
have an SMI and are currently in receipt of palliative care and bereaved caregivers of
people who have had an SMLI. As this is an exploratory qualitative study, the final sample
size will be determined by data saturation, the appropriateness of which is outlined in
the literature [33]. The principle of 10 + 3 for data saturation outlines a minimum of
10 interviews should be conducted, followed by at least three consecutive interviews
that present no new findings [34]. Thus, sample size will be determined by ‘information
redundancy’ [35]. Recruitment will be from two Health and Social Care Trusts within the
United Kingdom.
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Table 1. Inclusion and exclusion criteria for Phase 3 participants.

People with Severe Mental Illness.

Inclusion Criteria Exclusion Criteria
Diagnosis of severe mental illness (as per operational definition) No diagnosis of severe mental illness
Currently receiving palliative care Not receiving palliative care
Over 18 years of age Under 18 years of age
Capacity to take part in the study—as determined by the Does not have capacity to take part—as determined by the
clinical gatekeeper clinical gatekeeper
Can understand and speak English Not fluent in English
Caregivers
Inclusion Criteria Exclusion Criteria

Bereaved caregiver of a patient with severe mental illness who Bereaved carer of patient who had died and not had a severe

has died 6-18 months earlier mental illness
Over 18 years of age Under 18 years of age
Can understand and speak English Not fluent in English

People with SMI currently in receipt of palliative care will be invited to take part in
this research via a clinical gatekeeper. Gatekeepers are responsible for ensuring ethical
standards are adhered to when selecting potential participants [36]. In this instance, the
gatekeepers will be psychiatrists and community psychiatric nurses in each Health and
Social Care Trust. Contact will be via outpatient clinics and domiciliary visits, while
gatekeepers will provide (1) an invitation letter to take part in the study, (2) a participant
information sheet and (3) a consent to be contacted form, which will be returned to the
research team via a pre-paid envelope.

Bereaved caregivers will be invited to take part in this research via the lead community
psychiatric nurses and a mental health caregivers advocacy group in each recruitment site.
These individuals will act as gatekeepers to identify potential participants and contact
them to invite them to take part in this study. Contact with potential bereaved caregiver
participants will be via post; gatekeepers will provide (1) an invitation letter to take part in
the study, (2) a participant information sheet and (3) a consent to be contacted form, which
will be returned to the research team via a pre-paid envelope.

Once a consent to be contacted form has been received from either a patient or
bereaved caregiver, the research team will arrange an interview on a date and time suitable
for the participant. Each semi-structured interview will be conducted with participants
in a location of their choosing to avoid the power dynamic present in a clinical /academic
setting [37]. Considering the ongoing COVID-19 pandemic, face-to-face or telephone
interviews lasting approximately one hour will be undertaken. Previous palliative care
research has confirmed that telephone interviews do not lose depth of data [30,38]. An
interview guide commensurate with guidelines for semi-structured interviews [39] will be
utilised for each set of participants, informed by the literature and refined by the expert
reference group. The interview guides will ensure participants can express and explore
perspectives they may consider relevant to this topic area. The importance of using the
right kind of interview questions to generate data has been highlighted in the literature. In
acknowledging this, non-directive open-ended questions will be used to encourage and
facilitate communication [40]. Icebreaker questions will be used to ease the participants into
the semi-structured interviews, followed by the main topic questions relating to the study,
concluding with closing questions to provide participants with the opportunity to raise
any issues or air any concerns [41]. Questions will be based on the experience, feelings and
knowledge of the participants [42], e.g., could you tell me about ... ? What understanding
do you have of...? Probe questions will also be used throughout the semi-structured
interview /focus groups as appropriate e.g., ‘can you tell me a little more about... ?’
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considering this good practice to avoid the researcher losing vital information [43]. All
interviews will be digitally recorded and transcribed verbatim for analysis. We are aware
the interview process will have the potential to cause distress; this has been addressed
within the ethical considerations section of this protocol.

Phase 4: this will consist of focus groups with service providers; the participants for
Phase 4 will be selected as healthcare professionals involved in the care of people with
SMI and/or palliative care in the two recruitment sites. Six to eight multidisciplinary
participants will be recruited to take part in each focus group, allowing for generating
new insights and idea [44]. There will be at least two focus groups at each site, allowing
for substantial discoverable themes [45]. The eligibility criteria for Phase 4 are outlined
in Table 2.

Table 2. Inclusion and exclusion criteria for Phase 4 participants.

Inclusion Criteria Exclusion Criteria
Healthcare professionals involved in the care of people who Healthcare professionals not involved in either severe mental
have a severe mental illness and or palliative care illness or palliative care delivery

Employed within the recruiting Health and Social Trusts

Have a non-permanent contract with the Health and Social
Trust, e.g., agency staff

Have an appropriate professional qualification in their
field of work

Not fluent in English

Can understand and speak English

The aim of the focus groups is to promote synergy by encouraging participants to
comment, explain, disagree and share their views on their experiences of people with SMI
and palliative care. This enables experiences to be shared that would not be possible in
individual interviews, allowing for multidisciplinary communication from all who care for
this cohort of individuals [46]. Clinical gatekeepers who are the heads of department for
mental health and palliative care directorates within each recruitment site will be used to
identify and make initial contact with potential participants. Contact will be via email or
post, and they will provide (1) an invitation letter to take part in the study, (2) a participant
information sheet and (3) a consent to be contacted form, which will be returned to the
research team via a pre-paid envelope or via email.

Once consent to be contacted forms have been received, the research team will ar-
range focus groups on dates and times suitable for the participants. The focus groups will
take place in a location convenient for all participants. In light of the ongoing COVID-19
pandemic, this may be via an online platform such as MS Teams, Zoom, etc. The appro-
priateness of using an online medium and confirmation that depth of data is maintained
within online focus groups is provided from the literature [47]. Each focus group will
last approximately one hour. Different members of the multidisciplinary teams, such
as palliative care nurses, mental health nurses, palliative care doctors and consultants,
psychiatrists and psychologists from each specialism (palliative care and mental health),
will be recruited into the focus groups in order to provide a range of different perspectives.
A focus group schedule will be used [48], which will be informed by the findings from
Phases 2 and 3 and refined by the expert reference group. As discussed in relation to
the semi-structured interviews in Phase 3, the research team will be cognisant of using
non-directive open-ended questions to generate data. All focus groups will be digitally
recorded and transcribed verbatim for analysis.

Phase 5: this will be the co-designing of a service model for integrated palliative
care services for people with SMI. The best way to ensure an intervention effectively
meets the needs of a target population is to involve key stakeholders in its design and
development—this process is known as co-design [49]. A co-design approach in this
project emphasises a partnership between the research team, caregivers of people with
SMI, professionals and policy makers. The rationale to co-design a service model as a
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blueprint for the development of a future service model, rather than simple narrative
recommendations alone, evolved from the literature [50] and fits with the aim of this
study. A service model design incorporates functionality (how well it performs or is fit for
purpose), safety (how safe and reliable it is) and usability (how interaction with the service
or product is experienced) [50]. The service model employed in this study will be based on
the Wisconsin Model, which is one of the most commonly used configurations for service
modelling [51]. To co-design the service model for integrated palliative care services for
people with SMI, the research team will conduct three workshops with the expert reference
group. All workshop discussions will be digitally recorded and transcribed verbatim for
analysis. In workshop one, an overview of the findings from phases 2—4 will be represented
to workshop attendees to aid the development of an initial co-designed service model
for integrated palliative care services for people with SMI. Data from this workshop will
inform workshop 2, which will present the initial co-designed service model and seek
refinement of this from the stakeholders. Data from workshop 2 will inform workshop 3,
which will present a final co-designed service model for integrated palliative care services
for people with SMI and seek agreement on this model from the stakeholders. The final
service model will offer a visual, diagrammatic representation of what palliative needs are
present for the person living with an SMI, what support they should receive and what it
should look like, using the evidence generated from this study. The service model will
identify the service components, processes, activities and desired outputs to improve the
quality of care for this target population, including inputs (funding, training and staff
time), outputs (activities and inter-/intra-organisational relations) and short- to long-term
outcomes, whilst taking into consideration external influences and assumptions [51]. It
is anticipated the workshops and all expert reference group meetings will run face to
face; however, the research team is again mindful of COVID-19 and will be flexible and
inclusive. If required, attendees can join meetings via an online platform (such as MS
Teams or Zoom).

Phase 6: this will be the generation of recommendations to inform education and pol-
icy, further research and service development in this practice area. The findings of research
will positively contribute to practice, knowledge generation and patient care and draw out
the implications of this research for practitioners, educators, policymakers and researchers.
In this phase, the research team will ensure systematic identification of recommendations
relevant to understanding the needs of this population from the perspective of people with
SMI, caregivers, health care providers and policy makers. They will also outline future
research recommendations in relation to implementing the co-designed service model
for integrated palliative care services for people with SMI. The RE-AIM (reach, effective-
ness, adoption, implementation and maintenance) framework [52] will guide an iterative
line of inquiry between the research team and the expert reference group. The RE-AIM
framework was originally developed to support the planning and evaluation of health care
interventions, and the appropriateness of using this framework within the development
of a complex healthcare intervention is outlined in the literature [53]. The five constructs
of the framework are considered important for effective and sustainable implementation
of service interventions. In this phase of the project, the RE-AIM framework will enable
a systematic identification of recommendations relevant to implementing the developed
service model.

2.3. Analysis (Phases 3-5)

Qualitative data from people with SMI and bereaved caregivers’ interviews (Phase 3),
multi-disciplinary focus groups (Phase 4) and co-design workshops (Phase 5) will be
analysed using thematic analysis, with each phase of analysis conducted independently.
This inductive approach to analysis will follow the six stages outlined [54]. Step 1 involves
familiarisation with the data; it will start with listening to the digital recordings and reading
the transcripts for accuracy, followed by reading and re-reading the transcripts to become
familiar with the data. Stage 2 will generate initial codes; these will be developed through
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assigning a phrase or concept to a portion of the data to define its meaning in relation to
the data generated and the research aim [55]. Stage 3 will begin when all data have been
initially coded and collated and will search for themes within the data by considering how
different codes combine together to form themes. Stage 4 will review themes and refine
them to ensure they clearly explain the data collected. Stage 5 is to clearly define what
each theme is, and what it is not, by developing names (descriptive labels) for each theme.
Finally, stage 6 will begin when the research team has a set of fully worked-out themes.
This stage involves telling the complicated story of the data in a way which convinces a
reader of the merit and validity of the analysis. The importance of providing a coherent,
nonrepetitive account of the data and thoughtfully selecting quotations to represent the
findings is recognised [54]. In each stage of data analysis, the lead researcher (MT) will
work closely with team members (J.R. and K.B.) who will read a proportion (30%) of the
transcripts and independently code them, the appropriateness of which is outlined in the
literature [56]. NVIVO will be used for Phases 3-5 data management [57]. All data display
tables and any visual representations of the evolving codes and themes within NVIVO will
be retained for the audit trail of this analysis.

2.4. Rigour

The criteria proposed by Lincoln and Guba [58] for evaluating qualitative research
will be used in this study to increase credibility, transferability, dependability and confirma-
bility. To ensure credibility in the study, reflective questioning will be used in both the
qualitative interviews and focus groups. The research team will reflect on their interpre-
tation of the participants’ answers, throughout the interviews/focus groups, to capture
the meaning the participants were hoping to convey. Data (multiple key informants) and
space (two recruitment sites) triangulation will also take place [59] and this will enhance
credibility. Transferability of the results generated in the study will be achieved through
“thick description’ [58]. This will entail providing explicit accounts of the experiences of
the participants and not just detailing surface interpretations, but uncovering the meaning
behind their feelings and actions as well [60]. Auditing will be used to establish depend-
ability and confirmability of the study [58], such as the audit trail discussed within the
analysis section.

2.5. Ethical Considerations

The study will be conducted in compliance with Good Clinical Practice Guidelines,
with ethical and governance permissions from both recruitment sites. In addition, funda-
mental principles of good practice, including the provision of user-friendly information
sheets, written informed consent, voluntary participation, the opportunity to withdraw
from the study at any time and confidentiality and data protection procedures, will be
applied as a minimum standard. As sensitive issues may be identified and discussed
during the semi-structured interviews and focus groups, it is acknowledged that potential
respondents may become distressed/upset. The research team will develop and use a
distress protocol [61] within this study. As part of this distress protocol, post-interview, all
patients and bereaved carers will be provided with information packs on support services.
If required, they can self-refer to these services. Additionally, with participants’ consent,
general practitioners will be advised that they have taken part within the study. As itis
anticipated that interviews may be conducted in patients and carers homes (subject to
COVID-19 restrictions), a lone worker policy [62] will be used within the study.

3. Discussion

This paper describes the study protocol of an evidenced informed service model of
integrated palliative care for people living with an SMI. The main intention is that through
raising awareness and facilitating the co-design of an evidenced based service model, the
needs of service users and their caregivers from this marginalised overlooked group will
be recognised and responded to within the model of integrated palliative care.
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Globally mental health is a burden, in the United Kingdom, one in six of the popula-
tion will require treatment for mental illness in their lifetime [63]. Large inequalities and
gaps in care of people with mental illness exist, and this is a key indicator for health and
wellbeing [15]. This research plans to significantly address health inequalities for people
with SMI by illuminating the experiences of people with SMI, and bereaved caregivers and
health care professionals to develop a co-designed service model of integrated palliative
care. This will be done collaboratively with key stakeholders within the expert reference
group, which includes people who experience these disparities in relation to accessing pal-
liative care, bereaved caregivers and professional caregivers. It is anticipated that because
of this study, service provision for people with SMI in need of palliative care will see a
cultural shift in both public and professional awareness in relation to this vulnerable group.
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