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Section 1

Thesis Abstract

This thesis concerns exploring and understanding loneliness and connectedness amongst
service users in acute adult mental health inpatient care, through a qualitative study using
grounded theory.

The empirical study used a constructivist grounded theory approach to explore the subjective
experiences of loneliness and connectedness for service users both immediately before and
during an admission to an acute adult mental health inpatient unit. Six service users with a
diverse array of psychiatric symptoms were interviewed. Their constructions of how they
experienced loneliness and social connectedness were coded with a focus upon identifying
actions and processes. Three major categories emerged: (1) factors changing connectedness,
(2) responses to changing connectedness and emerging processes, and (3) responding to
inpatient care. The small sample size limits the generalisability of these findings. These
categories may help identify valuable social processes to consider in acute care, and support
further investigations in this area.

A narrative literature review evaluated the state of research regarding the subjective experience
of loneliness and an area relevant to acute care, the onset of psychosis. The review identified
that research has begun to explore whether loneliness may directly or indirectly influence the
onset of psychosis, but is currently limited both by the cross-sectional nature of studies, and a
lack of understanding of how the construct of loneliness might be different for people with
psychosis.

A need for further research across more diverse populations is highlighted in a third paper,

along with other research and clinical implications.
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Abstract

Whilst an association between loneliness and psychosis has now been established by recent
research, the nature of this association remains unclear. A narrative literature review was
conducted, using a systematic search strategy, to explore what potential mechanisms for the
role of loneliness in the onset of psychosis may exist. A total of 20 studies were identified that
highlight a diverse array of potential roles for loneliness in the onset of psychosis. These were
organised into five conceptual categories: (1) The construct of loneliness, (2) Social networks
and support, (3) Early adversity, (4) Loneliness and Paranoia, and (5) Isolation and the Social
Deafferentation Hypothesis. Firm conclusions cannot be drawn at this time due to the cross-
sectional nature of most of the data, and a lack of clarity regarding the concept and
measurement of loneliness for people with psychosis. Suggestions for future research to
resolve these concerns, and spur research capable of improving clinical outcomes for early
onset psychosis are discussed.

Key Words: Loneliness, Psychosis, Narrative, Isolation, Paranoia, Adversity
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Loneliness and the Onset of Psychosis: A Narrative Review

Mental health services have increasingly adopted a recovery-based approach, where recovery
is informed by the subjective experience of service users '(HM Government, 2009; Leamy,
Bird, Le Boutillier, Williams, & Slade, 2011). This has spurred research into the subjective
experience of mental health, and this has included the experience of loneliness (Cacioppo,
Grippo, London, Goossens, & Cacioppo, 2015). A recent meta-analysis (Michalska da
Rocha, Rhodes, Vasilopoulou, & Hutton, 2017) reviewing this growing field of research
found a moderate association between psychosis and loneliness (k= 13, N= 15 647, r= .32,
95% CI 0.20, 0.44). However, the nature of this association remains unclear due to the cross-
sectional nature of much of the research to date (Michalska da Rocha et al., 2017). With the
increasing use of early intervention teams in the treatment of psychosis, and with limited
efficacy for psychosocial interventions used by these services (Marshall & Rathbone, 2011),
there is a need for greater understanding of the specific role loneliness may play in the onset

of psychosis.

Defining Loneliness

Psychiatrist Frieda Fromm-Reichmann is widely attributed as first raising loneliness as an
important topic of study in relation to mental health (Fromm-Reichmann, 1959). Loneliness
had been considered a part of depression, (Young, 1982) but a significant body of research
has now shown loneliness to be a distinct construct (Cacioppo, Hawkley, & Thisted, 2010;
Cacioppo, Hughes, Waite, Hawkley, & Thisted, 2006; Heinrich & Gullone, 2006;
VanderWeele, Hawkley, Thisted, & Cacioppo, 2011; Weeks, Michela, Peplau, & Bragg,
1980). Researchers have developed a theoretical and empirical basis for quantifying and
measuring loneliness (Russell, Peplau, & Cutrona, 1980; Russell, Peplau, & Ferguson, 1978;

Weiss, 1973). The common working definition adopted in research is of “the discrepancy
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between the preferred and actual social relations of an individual” (Peplau & Perlman, 1982).
By focusing upon the discrepancy between what is experienced and what is desired socially,
loneliness can be separated from being alone. This separation is important, as under certain
circumstances time spent alone has been linked to the potentially positive state of solitude
(Storr, 1988).

Whilst the definition of loneliness refers to the single idea of discrepancy, and the
current primary instrument of measurement, the UCLA Loneliness Scale (Version 3) is
presented by its author as a unidimensional scale (Russell, 1996), more recent research into
loneliness suggests that it should be considered a multidimensional construct (Cacioppo et al.,
2015; Hawkley, Browne, & Cacioppo, 2005; Hawkley, Gu, Luo, & Cacioppo, 2012). This
approach has been grounded in theories of multidimensional social (Dunbar, 2014; Weiss,
1973) and attentional (Hall, 1963; Ortigue, Megevand, Perren, Landis, & Blanke, 2006)
space, and suggests three different types of loneliness: intimate, relational and collective
(Cacioppo et al., 2015). Respectively, these concern the feeling of loss or absence for: an
intimate loved one, quality friendships and family relationships, and social identity and
connection to larger social networks. In more recent studies reviewing the UCLA Loneliness
Scale as a potentially multidimensional scale, a similar three-factor structure has been shown
amongst various groups in the general population, including young adults (Hawkley et al.,
2005), older adults (Hawkley et al., 2005), adults and older adults in China (Hawkley et al.,
2012), and adolescents in the UK (Shevlin, Murphy, & Murphy, 2015).

Studies are beginning to explore this three-factor structure amongst clinical and at-
risk populations, and the nature of measuring loneliness in studies relating to the onset of
psychosis will be included in this review. When considering the construct of loneliness in
relation to psychosis however, a further important question should be considered. As an

example, in one of the many papers considered for this review, loneliness was measured by
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asking “How alone do you feel in your life?”” (Giacco, Palumbo, Strappelli, Catapano, &
Priebe, 2016). This question may be viable in surveys of the general population, but for
people beginning to or actually experiencing phenomena such as hearing voices, the concept
of “feeling alone” may have a very different meaning. Investigating how elements of
psychosis are themselves experienced in the frame of reference of loneliness and social
connection would appear important, as this may mean that adaptations to existing measures

of loneliness are needed for this population.

Loneliness and Psychosis

Psychosis refers to “a mental health problem that causes people to perceive or interpret things
differently from those around them.”(NHS Choices, 2017). Symptoms are usually
distinguished as either positive symptoms where new behaviours not experienced previously
emerge (e.g. hallucinations and delusions) or negative symptoms where existing behaviours
are reduced (e.g. anhedonia, social withdrawal, changes in emotional responses and impaired
attention).

Whilst a consensus is growing for the association between loneliness and psychosis
(Michalska da Rocha et al., 2017), the potential role loneliness might play in the onset of
psychosis is not clear. To assist in this endeavour, this narrative review aims to clarify the
conceptual basis of the role loneliness may have in the onset of psychosis, through reviewing
the available evidence concerning the relationship of loneliness and psychosis. To provide a
workable structure for this endeavour, we have identified four areas of existing research in

psychosis where loneliness may play a role.
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Social Support and Social Networks

A 2013 systematic review (Gayer-Anderson & Morgan, 2013) found reduced social networks
and support pre-date the onset of psychosis. This review considered 38 total papers and
highlighted the presence of fewer close friends in groups either before or at the onset of
psychosis. This finding was put forward tentatively due to the heterogeneity of the studies
available. The authors proposed several potential mechanisms for this effect (Cassel, 1976;
Cobb, 1976; Cohen & Wills, 1985; Hodges, Byrne, Grant, & Johnstone, 1999) although the
role of loneliness was not specifically one of them. Understanding loneliness in this context
may need to consider if the subjective experience of loneliness is different for people at risk
of psychosis, and whether this experience has a role in the reduction of social networks and

appraisals of sources of support.

Early Adversity

There is a significant amount of existing research into the relationship between early
adversity (including trauma such as childhood sexual abuse (CSA) and intimate partner
violence (IPV) and the onset of psychosis (see review, Varese et al., 2012). In focusing in on
potential mechanisms, inquiry has centred upon the interaction between environment and
cognition (Bentall & Fernyhough, 2008). An analysis of data from the 2007 Adult Psychiatric
Morbidity survey also found evidence that specific adverse experiences may be solely
correlated with specific symptoms of psychosis (Bentall, Wickham, Shevlin, & Varese,
2012). Whilst these relationships are established, loneliness may be a variable worthy of
investigation when it comes to looking at the processes that may be involved in this

association.
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The Role of Isolation

Isolation, whilst not a synonym of loneliness, is one of the three factors identified in the
UCLA Loneliness Scale (Hawkley et al., 2005, 2012; Shevlin, Murphy, et al., 2015). The
social deafferentation (SDA) hypothesis (Hoffman, 2007) predicts that positive symptoms of
psychosis grow as a response to a sensory starved, socially isolating environment. This
proposed hypothesis is based upon several observations, with a key part of its rationale being
the association seen between sensory deprivation and hallucinations in conditions such as
Charles Bonnet Syndrome (Menon, Rahman, Menon, & Dutton, 2003). The direct role of
isolation in this hypothesis provides a possible framework for a causal role of loneliness in

the development of psychosis. However, further research is required to test this hypothesis.

Paranoia and Cognitive Bias

A proposed mechanism from loneliness research in the general population suggests a
“loneliness loop” (Hawkley & Cacioppo, 2010) of developed cognitive biases and self-
fulfilling prophecies initiated by a state of loneliness. The role of cognitive bias in the
development of persecutory delusions is well established (Freeman et al., 2005; Freeman,
Garety, Kuipers, Fowler, & Bebbington, 2002; Freeman & Garety, 2014), such as the “jump
to conclusions” bias (Dudley, John, Young, & Over, 1997; Garety, Hemsley, & Wessely,
1991; John & Dodgson, 1994). Therefore, it would appear valid for studies to consider
exploring whether these theories overlap, connecting loneliness and paranoia. Reviewing
existing research efforts considering loneliness and paranoia together will be a consideration

for this paper.

Overall, there is clearly a significant clinical need to develop support options for people

experiencing psychosis that meet their subjective recovery goals. An intervention aimed at

25



increasing social connections, if done incorrectly, may potentially heighten feelings of
loneliness, and reinforce the processes behind it. Therefore, it is critical that efforts to focus
research in this area are made. This review will focus on evaluating research into loneliness
and the onset of psychosis, with the aim of establishing how much progress has been made to

date towards this important goal.

Method

Search Strategy

To optimize clarity this narrative review will be based upon a systematic search (Ferrari,
2015; Green, Johnson, & Adams, 2001). We searched a wide variety of complete versions of
electronic databases (Web of Science, Science Direct, PubMed, ProQuest and PsycInfo), and
these were searched from the database start dates, to April 2017. We used a search term
based upon a recent loneliness and psychosis meta-analysis (Michalska da Rocha et al.,
2017), adjusted to work with the databases chosen: (psychosis or psychoses or “thought
disorder” or schiz* or halluc* or paran* or delus* or psychotic) AND (lonel*). Hand searches
of additional references highlighted by review articles and citations also took place.

Screening was conducted by the lead author.

Inclusion and Exclusion Criteria

We employed three basic criteria for study inclusion. These were (1) that the study must
focus upon the role of the subjective experience of loneliness in some form, whether by a
validated quantitative measure, or through an established qualitative methodology where
loneliness was explored directly (2) that participants were present in the study with symptoms
of psychosis, whether through validated diagnosis or a validated measure of symptoms, and

(3) the study considered loneliness in regards to the aetiology of psychosis. We did not
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automatically exclude samples where the experiences of people with psychosis were pooled
with those of people with other diagnoses or experiences, although this was noted.
Commentary articles and single case studies were excluded. We also did not automatically
exclude studies from different countries, on the basis that they included (1) a valid translation
into English (due to the language ability of the reviewer) and (2) any measures used were

adequately validated for the language and culture in question.

Assessing Study Quality

Study quality was assessed using PRISMA (Moher et al., 2009) checklists to aid in the
evaluation of the literature. Whilst some studies we reviewed would have been excluded in a
systematic review for their sample size or not including a control group for comparisons, they

were kept for the purposes of this narrative review, with study limitations reported.

Figure 1 below provides a summary of the search process using a PRISMA (Moher et al.,

2009) flow diagram.
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Figure 1 Flow Diagram of Study Selection Process

Results

Search Results

Initial searching returned 1083 results, of which 362 were duplicates. An initial screening of
the remaining 721 results took place, with titles and abstracts checked against the
inclusion/exclusion criteria. If any ambiguity was present in the abstract, the rest of the paper

was checked. This process reduced the number of results to 65 (656 papers excluded). An
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in-depth review of these papers followed, with 45 further papers removed due to their focus
on loneliness as a factor for people already living with a psychosis related diagnosis. This

left 20 remaining papers for review. These papers are summarised in Table 1.

Table 1 Summary Table for Papers Selected for Review
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Sample Size & Psychosis Loneliness

Study Country  Design o Main Finding Limitations
Characteristics Measure Measure

Badcock et al., 2016 ~ Australia Cross-sectional 551 (Students, Wisconsin UCLA Factor analysis showed Majority female student
170M/381F, Mean Schizotypy Loneliness loneliness distinct from non-clinical sample may
Age 20.6 (5.53)). Scales — Brief ~ Scale (3 perceptual aberrations and  not be representative,

Factors) anhedonia once general only measured two
psychopathology factor specific elements of
accounted for. schizotypy. Self- report.

Boyda, McFeeters Northern Cross-sectional 7403 (General UK Psychosis Single Loneliness mediated an Cross-sectional design

& Shevlin, 2015 Ireland Population, Screening question, four  observed relationship cannot show causality,
43%M/57%F, Mean  Questionnaire  point Likert between psychosis and single item measure of
Age 51 (18.5)). Scale. intimate partner violence.  loneliness, self-report

data from general
population sample.

Gao et al., 2017 USA Cross-sectional 10,760 (USA Existing 3 question Weak genetic General population
population genotype  genetic Leave Behind  coheritability of loneliness sample based on
database, correlation Questionnaire  and schizophrenia. genotype data without
6376M/4384F, Mean  data knowledge of actual
Age 67.2 (10.3)). psychosis being present.

Gevonden et al., Netherlands Imaging Study, 38 (19 with Hearing  CAPE UCLA Young adults with hearing  Conclusions based on

2014 Between Impairment and 19 Loneliness impairment, who reported  existing dopamine

groups & Healthy Controls, Scale (1 as experiencing more hypothesis for psychosis
Associations 6M/32F, Mean Ages Factor) loneliness than controls, link. Female skewed
25.1 (3) and 26 (3) showed greater dopamine  sample.

respectively).

sensitivity when
administered
amphetamine.
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Study

Country  Design

Sample Size &
Characteristics

Loneliness

Measure

Main Finding

Limitations

Jaya et al., 2017

Jaya et al., 2016

Lamster, Nittel et
al., 2017

Lamster, Lincoln et
al., 2017

USA

USA

Germany

Germany

Cross-sectional

Cross-sectional

Between
groups

Cross-sectional

766 (Pooled from

four samples

recruited online,
94M/195F, 83M/72F,
89M/62F, 73M/98F,
Mean Ages 37.61
(12.77), 36.5 (11.62),
34.07 (11.39), 37.06

(12.65))

2350 (Pooled from

online recruited

samples from USA,

Germany and

Indonesia. 62.2%
Male. Mean Age

32.53 (11.38)).

60 (Students

recruited into three
conditions, high

loneliness, low
loneliness, and

controls. 37M/23F,
Mean Age 33 (14.4))

65 (Online sample
self-reporting as
having symptoms of
psychosis, 43.1%
Male, Mean Age

40.49 (12.61)).

3 Items from
UCLA
Loneliness
Scale

UCLA
Loneliness
Scale (1
Factor)

One question
loneliness on
ten point
Likert Scale

UCLA
Loneliness
Scale (1
Factor)

Strong association
between loneliness and
positive symptoms,
network analysis showed
direct link between
loneliness and paranoia.

Loneliness mediated
relationship between
social adversity and
negative psychosis
symptoms.

State paranoia increased
and reduced in line with
increased or reduced
loneliness, moderated by
psychosis proneness.

Observed association
between loneliness and
paranoia, mediated by
negative schema towards
others.

Cross sectional sample
from self-reporting
internet volunteers may
not be reliable, and
despite network analysis,
not necessarily causal.

Cross sectional sample
from self-reporting
internet volunteers may
not be reliable. Cross-
sectional design does not
show causation.

Small sample.

Very small sample for
cross-sectional design.
Recruited online so may
not be reliable. Cannot
show causality.
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Sample Size & Psychosis Loneliness

Study Country  Design o Main Finding Limitations
Characteristics Measure Measure

Limetal., 2016 USA Cross-sectional 1010 (General Green et al. UCLA Loneliness observed as Sample predominantly
population, 75.9% Paranoid Loneliness potential predictor of female and highly
Female, Age Range Thoughts Scale (1 future states of social educated limiting
18-87). Scale Factor) anxiety, paranoia and generalisability. Self-

depression. report.

Meltzer etal., 2013 UK Cross-sectional 7461 (General SCAN One question  Included observed Cross-sectional design
population, of those interview from Social association between cannot show causality.
reporting as lonely Functioning loneliness and psychosis,
18%M/22.7%F, Age Questionnaire  an association that was not
Range 16 — 75+). affected by levels of social

support and participation.

Michael & Park, USA Between 40 (25 recently Pinocchio UCLA Suggests social isolation Measurement is of

2016 groups diagnosed with [llusion task Loneliness related to increased loneliness and not social
psychosis, 15 used to illicit Scale (1 susceptibility to isolation, undermining
controls, 24M/16F, anomalous Factor) anomalous experience. rationale raised (social
Mean Ages 44.44 experience differentiation
(9.06) and 44.93 hypothesis). Small
(7.56)). sample. Included in

review primarily as effort
to use experimental
techniques rather than
reliable data.

Murphy, Murphy &  Northern Cross-sectional 785 (School children, Adolescent UCLA Observed association Psychosis risk is

Shevlin, 2015 Ireland 345M/440F, Mean Psychotic- Loneliness between experiences of measured through
Age 16.2 (1.06)). Like Symptom Scale (1 threat and subordination, screening instrument so

Screener Factor) with risk of psychosis, is measuring risk rather

moderated by levels of
peer victimization, with
loneliness mediating that
moderator.

than actual presence of
psychosis.
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Sample Size & Psychosis Loneliness
Study Country  Design o Main Finding Limitations
Characteristics Measure Measure
Riggio & Kwong, USA Cross-sectional 179 (Students, Paranoia UCLA Observed relationships Predominantly female
2011 50M/112F, Mean Checklist Loneliness between loneliness, student sample may not
Age 20.9 (3.4)). Scale (1 parental relationships and  be representative limiting
Factor) paranoia, with subsequent  generalisability. Cross-
inferences regarding role  sectional design cannot
of attachment. show causality.
Riggio & Kwong, USA Cross-sectional 182 (Students, Paranoia UCLA Social skills and paranoia  Predominantly female
2009 51M/131F, Mean Checklist Loneliness independently predicted student sample may not
Age 21.1 (3.7)). Scale (1 increased loneliness. be representative limiting
Factor) generalisability. Cross-
sectional design cannot
show causality.
Robustelli et al., USA Cross-sectional 85 (44 recruited asat ~ Structured UCLA Less close friends, social Small sample and cross-
2017 risk of psychosis, 41 Interview for Loneliness network diversity, sectional design prevent
controls, 41M/44F, Prodromal Scale (1 perceived social support, causality being shown. In
Mean Ages 19.17 Syndromes Factor) relationship quality, and this case, this means
(1.73) and 19.20 greater loneliness in at study cannot show if
(2.56)). risk group. objective social measures
resulted from or
increased risk of
difficulties.
Shevlin, McElroy &  Northern Cross-sectional 7403 (UK Psychosis Single Loneliness mediated Self-reporting cross
Murphy, 2015 Ireland population, Screening question from  relationship in sample sectional data prevents

3197M/4206F, Mean
Age 51.12 (18.59)).

Questionnaire,
SCAN
Interview

Social
Functioning
Questionnaire,
four point
Likert scale

between childhood abuse
and a number of
psychiatric diagnoses
including psychosis-
related conditions.

showing causality and
limits generalisability.
Frequency and severity
of childhood abuse
experiences not
accounted for, which
other studies suggest is
important factor.
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Sample Size & Psychosis Loneliness
Study Country  Design o Main Finding Limitations
Characteristics Measure Measure
Smailes, Meins & UK Between 54 (Students split Measurement ~ UCLA Greater number of Reliability of loneliness
Fernyhough, 2014. groups into three groups of of external Loneliness external misattributions induction unknown.
neutral, loneliness misattributions  Scale (1 for negative affect and Almost entirely female
and negative mood on a reality Factor) loneliness. Suggested that ~ sample of students not
following induction,  discrimination loneliness was unlikely to  representative of general
9M/45F, Mean Age task have played role beyond population.
22.08 (5.9)). negative affect.
Slindermann et al., UK Cross-sectional 38 (recently Scale for Single Number of lonely days Small cross section taken
2014 diagnosed first Assessment of  question associated with number of  from one specific area in
episode psychosis, Positive asking for psychosis symptoms. London, UK, greatly
23M/15F, Mean Age  Symptoms, number of Anxiety observed to limiting generalisability.
32.3(9.6)). Scale for days feeling mediate relationship Measure of loneliness
Assessment of  loneliness in between loneliness and open to interpretation.
Negative past week paranoia.
Symptoms
Trémeau et al., 2016 USA Cross-sectional 87 diagnosed with Existing UCLA Whilst a study using Study screened out any
psychosis-related diagnosis Loneliness diagnosed participants, evidence of low mood in
disorder and 58 Scale (1 this study is included due  control group that may
healthy controls Factor) to contrary finding that have skewed sample for
(Patient Group 78% loneliness and paranoia comparisons. Cross-
Male, Mean Age were not related. sectional nature limits
29.6 (10.95)). Loneliness also predicted  generalisability and does
subjective but not not show causality.
objective social cognitive
measures.
Van der Werfetal.,, Netherlands Longitudinal 1823 at baseline Paranoid de Jong Observed greater level of ~ Community sample
2010 measurement Ideation and Gierveld urbanicity in participants”  recruited to consider
(Community sample,  Psychoticism Loneliness environment associated hearing impairment
50.2% Male, 46.3%  subscales of Scale (1 with risk for psychosis. presence, so sample not
(13.9)). Symptom Factor) Loneliness and social truly representative of
Checklist 90 isolation associated with general population.
Revised psychosis risk.
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Loneliness and the Onset of Psychosis

Descriptive Features of Search Results

Of the 20 papers included in this review, 14 had cross sectional designs. Sample sizes ranged
from 38 to 10760, with a total of three studies possibly limited by sample sizes of less than
100. Five studies involved laboratory-based procedures, three of which used a loneliness
induction to allow comparisons of participant groups differing in their state loneliness on a
variety of tasks. Sample sizes varied between 38 and 60. The remaining study was
longitudinal, with 1823 people measured at baseline, six years, and 12 years, for several
objective and self-report measures. Whilst this review is focussed on the onset of psychosis,
this longitudinal study measured the emergence of symptoms of psychosis, rather than
tracking a group following a psychosis related diagnosis.

These 20 studies included samples of clinical groups identified by as experiencing
symptoms of psychosis by diagnosis or self- report questionnaires (N= 7), students and
schoolchildren (N= 6), and surveys of the general population (N=7). Samples came from a
range of countries including France, Germany, the Netherlands, the United Kingdom, and the
USA. Sample mean ages varied from 16.2 (SD= 1.06) to 71.55 (SD=5.71). The diverse age
ranges represented have the potential to introduce different mechanisms of loneliness, and
this should be kept in mind throughout this review. For example, Erikson’s work regarding
the stages of life (Erikson & Erikson, 1997) would suggest the possibilities of different

sources of loneliness across the lifespan.

Measuring Loneliness
Whilst as described, there is evidence for loneliness to be considered a multidimensional
construct (Cacioppo et al., 2015), only one study (Badcock, Barkus, Cohen, Bucks, &

Badcock, 2016) conducted their analysis with the three-factor structure identified by
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Loneliness and the Onset of Psychosis

Hawkley, Browne and Capiocco (Hawkley et al., 2005) from using the UCLA Loneliness
Scale. This study showed a good fit for the three-factor structure for loneliness using the

UCLA scale (RMSEA= 0.08, 95% CI [0.08, 0.09]). Ten other studies utilized the UCLA
Loneliness Scale as a unidimensional construct, and the possibility remains that this data

could be revisited to consider a three-factor structure.

Six studies used either a single question or up to three questions to measure
loneliness. Whilst this is a common practice for some of the large-scale surveys included in
the literature, consideration needs to be given for the lack of evidence and understanding we
have for the experience of loneliness in psychosis, and this may limit the reliability of the
findings for these studies. Additionally, some single questions may be at risk of conflating
loneliness and social isolation, factors that are established as separate constructs (Cacioppo et

al., 2010; Cacioppo et al., 2015; Peplau & Perlman, 1982).

The Construct of Loneliness for People with Psychosis

We found two recent studies that have implications for the construct of loneliness in relation
to psychosis. The first of these was the previously mentioned study that included the three-
factor approach of the UCLA Loneliness Scale (Badcock et al., 2016). This cross-sectional
study compared loneliness scores with a negative symptom (social anhedonia) and a positive
symptom (perceptual aberrations) amongst a non-clinical student sample (N=551), primarily
to see if both loneliness and schizotypy persisted as independent factors in a model
containing a general psychopathological factor. When the shared variance with the general
psychopathology factor was removed, any correlations between the constructs of loneliness
and schizotypy were no longer present, suggesting their independence from each other. One
other study exploring the heritability of loneliness (Gao et al., 2016) found strong genetic

coheritability between loneliness and a measure of neuroticism, but only very weak evidence
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Loneliness and the Onset of Psychosis

of coheritability between loneliness and schizophrenia. As a single exploratory study into the
genetics of loneliness it is too early for any conclusions to be drawn from this area.

We identified a key need for research into loneliness and psychosis to explore the
subjective experience of positive symptoms such as auditory and visual hallucination in terms
of whether people feel a sense of connection to these phenomena themselves. Whilst this
potentially would require a change in how loneliness is measured amongst people with
psychosis, it also may have implications for developing therapeutic approaches based upon
engaging with and changing the relationship people have with their hallucinations (e.g. Leff,
Williams, Huckvale, Arbuthnot, & Leff, 2014). Of specific relevance to the onset of
psychosis, the presence of loneliness ahead of the emergence of hallucinations, hallucinations
that may produce their own feelings of connection, may be a potential relationship to explore.
As of the time of this review, no research was found considering this phenomenon, and this

presents a clear gap in the literature worthy of note.

Social Networks and Support

Whilst the previously described systematic review looking into the role of social networks
and support in at-risk and early onset populations identified 38 studies, only one paper
directly measuring loneliness in relation to social networks and support for people at-risk of
psychosis was found (Robustelli, Newberry, Whisman, & Mittal, 2017). Comparing 44 young
adults considered at high risk of psychosis with 41 healthy controls, their findings of fewer
close friends, lower perceived support and less diverse social networks in the high risk group
were in keeping with the prior systematic review (Gayer-Anderson & Morgan, 2013). More
loneliness was also seen in the high-risk group (t= 7.26, p<0.001, d= 1.63), and loneliness
was associated with having fewer close friends for the high-risk group (B= -3.94, SE=.87,

p<0.001). The sample size was small however, and this increases the chances of variability
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playing a role in the large effect size recorded for the loneliness finding. The exclusion of
potential control group participants based on the presence of any of a wide range of mental
health difficulties including mood and anxiety may have introduced a further source of bias.

The antonym to social support, social defeat, has long been hypothesized as a
mechanism for the onset of psychosis, through social isolation resulting in an increased
sensitivity or activity in the mesolimbic dopamine system (Selten & Cantor-Graae, 2005) We
found one study that explored the possible role of loneliness in this relationship (Gevonden et
al., 2014), where a group of young adults with selective hearing impairment and reporting
more loneliness and social defeat were more sensitive to dopamine than healthy controls.
Unfortunately, the small experimental group (N=19) were a female skewed sample who also
had a higher incidence of cannabis use than controls.

A further study utilizing the Adult Psychiatric Morbidity Survey in England 2007 data
set (Meltzer et al., 2013) was found to include observed correlations between self-reports of
loneliness and psychosis in the general population (OR =5.80, 95% CI = 2.62-12.84). Of
interest to this review, when entering measures of social participation and perceived social
support into their model, no significant change in loneliness was observed. This may support
findings from general loneliness research suggesting interventions increasing opportunities
for social participation, without also providing an intervention regarding social cognition,
lack efficacy (Masi, Chen, Hawkley, & Cacioppo, 2011). In regards to the onset of psychosis,
this may also support a focus on cognitive appraisals and bias when considering loneliness.

More studies investigating at-risk groups are needed before drawing any firmer conclusions.

Early Adversity
We identified four studies that investigated the relationship of adversity and psychosis with

loneliness (Boyda, McFeeters, & Shevlin, 2015; Jaya, Ascone, & Lincoln, 2016; Murphy,
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Murphy, & Shevlin, 2015; Shevlin, McElroy, & Murphy, 2015). These were all large
(N=785 to N=7403) cross-sectional surveys gathering information through self-report from
general populations rather than specific clinical groups. Loneliness was found to mediate the
relationship between intimate partner violence and psychosis (Boyda et al., 2015), and
childhood abuse and psychosis (OR = 2.57, 95% CI = 2.26-2.94) (Shevlin, McElroy, et al.,
2015). Loneliness was also found to play a role moderating (f = 0.16 (SE = 0.04); p< 0.001)
the effect of peer victimization in the relationship between bullying and psychosis, through a
moderated mediation model (Murphy et al., 2015).

A further online study found loneliness as mediating the link between adversity and
negative symptoms of psychosis only, with depression accounting for the relationship
between loneliness and positive symptoms in their model (Jaya et al., 2016). This study
included a wider range of factors such as social rank and negative schema, and this highlights
the difficulty currently in understanding the relationship between loneliness and psychosis
when so many different variables may be involved.

There appears to be preliminary data suggesting that loneliness may have a role in the
relationship between adversity and psychosis, however, it is difficult to draw actual practical
applied conclusions from data sets only looking at elements of the picture through a cross-
sectional lens. However, the positive findings to date should justify the investment of

resources looking more closely at these potential mechanisms.

Loneliness and Paranoia

Two recent studies found evidence for a relationship between anxiety and loneliness in the
onset of paranoia, in both first-episode (Stindermann, Onwumere, Kane, Morgan, & Kuipers,
2014) and non-clinical (Lim, Rodebaugh, Zyphur, & Gleeson, 2016) samples. In the clinical

sample, anxiety (measured after induction through watching anxiety inducing pictures) was
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observed to mediate the association between loneliness and paranoia (ab = 0.43, z = 3.5,
p<0.001) in a cross-section of 37 people with first-episode psychosis. The small sample in
this study limits the value of this result. The diverse (ages 18-87, N=1010) non-clinical
sample was measured at three points over a six-month period, and loneliness was found to
predict social anxiety, paranoia, and depression, with social anxiety seen as the sole predictor
of loneliness in the model. Studies with a diverse range of ages may potentially be
troublesome when considering loneliness, as discussed in the introduction. Whilst there are
hints for considering anxiety and loneliness together when looking at psychosis, further
research is needed.

Other individual studies have found negative schemas (Lamster, Lincoln, Nittel, Rief,
& Mehl, 2017) and depression (Jaya, Hillmann, Reininger, Gollwitzer, & Lincoln, 2017) to
mediate the relationship between loneliness and paranoia. The role of social skills has also
been linked to paranoia and loneliness (Riggio & Kwong, 2009), as have difficulties in
relationships with parents (Riggio & Wing Yee Kwong, 2011), an area already connected to
psychosis (de Sousa, Varese, Sellwood, & Bentall, 2014). The study that observed depression
as a mediator for the loneliness and paranoia relationship also conducted a network analysis,
which suggested a unique direct connection between loneliness and paranoia that was not
seen with other measured symptoms such as hallucinations (Jaya et al., 2017).

Of particular note, a recent study included a rare attempt to explore loneliness
experimentally, in relation to paranoia (Lamster, Nittel, Rief, Mehl, & Lincoln, 2017).
Utilizing a false-feedback paradigm to induce feelings of either high, low or neutral
loneliness (N=60, split into three groups), changes in state paranoia were measured. There
was positive evidence for the use of this methodology with significant changes in levels of
loneliness as predicted, but whilst state paranoia fell in the low loneliness group, no

significant change was observed in the high loneliness group. Whilst this investigation did
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not find an increase in paranoia in the high loneliness group, the small sample used in the
study may have played a role, and further research with this methodology appears justified.

We did find one study however, that disagreed with the majority of articles linking
loneliness and paranoia (Trémeau, Antonius, Malaspina, Goff, & Javitt, 2016). This USA
based investigation compared a group of 87 people with a mixture of schizophrenia and
schizoaffective disorder diagnoses, living in a mixture of settings including inpatient wards,
with a group of 58 healthy controls. They did not observe an association between loneliness
and paranoia in their sample. They measured participants with both formal objective
measures, and self-report subjective measures of social cognition. They found evidence of
impaired social cognition on the items of self-report only, with no significant impairment
found on objective measures. The authors excluded the self-reports of social cognition as
less reliable than the objective measures, and therefore, concluded that social cognition was
not associated with loneliness in a schizophrenia/schizoaffective sample, despite the clear
links that exist in the general population (Hawkley & Cacioppo, 2010). However, a
potentially significant methodological issue was found. All potential participants with a
schizophrenia or schizoaffective diagnosis were screened for depression and excluded on that
basis, which may make this sample unrepresentative. Estimates suggest a 50% comorbid
depression rate in the schizophrenia population (Buckley, Miller, Lehrer, & Castle, 2009),
and elements of mood disorders are important features in schizoaffective diagnoses (Abrams,
Rojas, & Arciniegas, 2008). This conclusion also ignores existing evidence for the role of
mood in positive symptoms of psychosis (Freeman et al., 2005; Morrison, 2001; Smailes,
Meins, & Fernyhough, 2014).

However, it would be fair to summarize that current research into loneliness and

paranoia would suggest considering loneliness as part of a model (including at least mood
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and anxiety) increasing the likelihood of paranoia, rather than as an independent causal

factor.

Isolation and the Social Deafferentation Hypothesis

A study in the previous section observing depression as mediating a relationship between
loneliness and paranoia (Jaya et al., 2017) also reported indirect effects for other positive
symptoms such as hallucinations. As this connection was indirect, the study authors did not
link this particular finding to the social deafferentation hypothesis (Hoffman, 2007), which
connects the presence of hallucinations directly to a shortage of normalized social interaction.
A similar conclusion was reached in an earlier non-clinical study (N=54) that experimentally
induced either negative mood, loneliness, or a neutral state and then compared performance
on a reality discrimination task (Smailes et al., 2014). Whilst loneliness did increase the
number of false alarms reported by participants, this effect was lower than that of the
negative mood induction. This result suggested that subjective experience of loneliness does
not fit the social deafferentation hypothesis, but the authors suggested that a measure of
objective isolation may produce a different result.

Following that idea, an experimental approach (N=40) comparing susceptibility to
bodily aberrations and exteroception with social isolation, reported finding associations
between these factors (Michael & Park, 2016). However, there is a lack of clarity in their
distinctions between isolation and loneliness. The single measure used for those factors was
the overall score of the UCLA Loneliness Scale (Russell, 1996), for which studies have
suggested isolation is just one of three factors present (Hawkley et al., 2005, 2012; Shevlin,
Murphy, et al., 2015).

Whilst not specific to psychosis, a link between separate measures of loneliness and

social isolation has been found with hallucinations amongst people with Alzheimer’s disease
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(El Haj, Jardri, Largi, & Antoine, 2016). Whilst there could be several factors involved in that
relationship not found in psychosis, it is a study providing support for the social
deafferentation hypothesis in principal.

A single study was found that looked at the role of living environment in connection
with loneliness, social isolation and psychosis (van der Werf, van Winkel, van Boxtel, & van
Os, 2010). This longitudinal investigation of a large group of adults with hearing impairment
(N=1823), found associations between all factors, but in particular, between the urbanicity of
the environment and psychosis risk, that could not be explained by levels of loneliness or
isolation. This study may suggest that when looking at isolation, it is worthwhile to consider
the nature of the environment surrounding the isolated individual.

Research into isolation does not currently provide support for the social
deafferentation hypothesis, but it may suggest that the subjective experience of loneliness is
different to that of objective isolation and sensory deprivation amongst people with
psychosis. Whilst a connection was found between hallucinations and loneliness in an
Alzheimer’s sample (El Haj et al., 2016), it is unknown if this would translate to psychosis, or

be a product of much higher mean age of that sample (M= 71.55, SD=5.71).

General Criticisms and Research Limitations

The dominance of cross-sectional designs, diverse age groups, and small sample sizes
significantly restricts drawing meaningful conclusions from literature at this time. Closer
examination of the studies also revealed potential bias in the formation of control groups
(where present). There was very little evidence of considering a more active control group,
such as one with loneliness but without psychosis, allowing for greater isolation of psychosis
as the variable of difference, and getting to grips with a key question mostly ignored: what

makes loneliness different for people in the onset of psychosis.
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When considering what is different about loneliness for people with psychosis, the
consideration of measurement also places significant limitations on research to date. Whilst
one recent study (Badcock et al., 2016) provides an excellent example for research to follow
through keeping loneliness as a three dimensional construct in their analysis, this approach
was missing in the remaining 95% of the literature we reviewed. The usage of single-question
measures in many of the studies included may be of particular concern, when we may not be
able assume that loneliness as a construct is the same for people with psychosis as it is in the

general population.

Discussion

Overall, the cross-sectional nature of current research represents the potential of studying
loneliness and the onset of psychosis, rather than allowing for significant conclusions to be
drawn. Some very recent attempts at developing laboratory methods for studying the
potentially causal role of loneliness should be encouraged, and critically, replicated with
more representative samples when possible, for more concrete inferences to be made. These
studies (e.g. Lamster, Nittel, et al., 2017) did show validity in their method of inducing states
of loneliness, justifying their use with more at-risk groups.

Whilst we highlighted some areas of existing psychosis research to focus upon for
looking at the role of loneliness, there are recent studies looking at potential links where
loneliness might also be considered. For example, the role of attachment is directly being
investigated in relation to a key area of this paper, paranoia (Sitko, Varese, Sellwood,
Hammond, & Bentall, 2016). Considerable research into environmental factors is also
progressing (Wickham, Taylor, Shevlin, & Bentall, 2014). It is hoped that researchers in
other fields of psychosis can recognize the possible links of their work to the subjective

experiences of loneliness raised here.
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A limitation of this review is that whilst we focused upon research directly referring
to loneliness by name. Other studies may exist containing concepts that overlap or form part
of the construct of loneliness in psychosis. This was difficult to avoid when considering that
the construct of loneliness in psychosis itself requires further definition through research.

We would again however, highlight the idea of considering how phenomena such as
hallucinations may themselves affect how a person feels connected to other people, and
perhaps create its own internal sense of connection. Recent qualitative research looking at
individuals living in the community after an inpatient admission for psychosis, describes an
active process of “deselection” (Andersson, Denhov, Bilow, & Topor, 2015) where
participants reported choosing to shrink their social networks out of dissatisfaction with their
social relationships. How might this be in part affected by the presence of heard voices, or
perhaps the experience of telepathic communication sometimes reported by people with

psychosis?

Conclusion

The important need for better psychosocial and engagement interventions that work in early
intervention services was highlighted at the start of this review (Marshall & Rathbone, 2011).
Currently, the quality and scope of research into the role of loneliness in the onset of
psychosis does not offer enough practical information to aid service development, beyond
highlighting that loneliness is likely to be present. That should not denigrate what research
there is however, and this review has highlighted studies that show a rationale for looking
closer at loneliness in the onset of psychosis. There is a need to establish how the experience
of loneliness may be different compared to loneliness felt in non-clinical and other clinical

populations to ensure that research in this area is evaluating the phenomenon it sets out to.
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Care: A qualitative study using Grounded Theory
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Abstract

This novel investigation used a constructivist grounded theory approach to explore the
subjective experiences of loneliness and connectedness for service users both immediately
before and during an admission to an acute adult mental health inpatient unit. Six service users
with a diverse array of psychiatric symptoms were interviewed. Their constructions of how
they experienced loneliness and social connectedness were coded with a focus upon identifying
actions and processes. Three major categories emerged: (1) factors changing connectedness,
(2) responses to changing connectedness and emerging processes, and (3) responding to
inpatient care. The small sample size limits the generalisability of these findings. These
categories may help identify valuable social processes to consider in acute care, and support
further investigations in this area.

Key Words: Loneliness, Connectedness, Inpatient, Grounded Theory, Acute
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Exploring and Understanding Loneliness and Connectedness amongst Service Users in

Acute Adult Mental Health Inpatient Care: A qualitative study using Grounded Theory

The importance of the subjective experience of recovery (HM Government, 2009;
Leamy, Bird, Le Boutillier, Williams, & Slade, 2011), has increased interest in studying
subjective factors such as loneliness. A 2015 summary (Cacioppo, Grippo, London, Goossens,
& Cacioppo, 2015) reviewed a variety of potential impacts for loneliness and reduced social
connection on mental and physical health. They highlighted a recent meta-analysis that found
an increase in mortality (amongst the general population) for social isolation (29% increase),
loneliness (26% increase) and living alone (32% increase) (Holt-Lunstad, Smith, Baker, Harris,
& Stephenson, 2015). Existing explorations of inpatient experiences in acute adult mental
health settings have stressed the importance of relationships in determining the nature of those
experiences (Gilburt, Rose, & Slade, 2008; Wyder, Bland, Blythe, Matarasso, & Crompton,
2015; Wyder, Bland, & Crompton, 2013). To date there has been no research looking at both
the subjective experiences of loneliness and perceived social connectedness for adults in acute
mental health inpatient services.

The concept of loneliness as a psychological construct first appeared in the writings of
psychiatrist Frieda Fromm-Reichmann (Fromm-Reichmann, 1959). Since that work,
loneliness as a concept, considered at one point as a feature of depression (Young, 1982), is
now seen as a distinct psychological construct (Cacioppo, Hawkley, & Thisted, 2010;
Cacioppo, Hughes, Waite, Hawkley, & Thisted, 2006; Heinrich & Gullone, 2006). The
common working definition used within this field of research conceptualises loneliness as the
discrepancy between the preferred and actual social relations of an individual (Peplau &
Perlman, 1982). That discrepancy may potentially lead to the individual feeling alone,

distressed and isolated, even when amongst other people (Cacioppo Fowler, & Christakis,
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2009; Cacioppo & Cacioppo, 2013; Weiss, 1973). This discrepancy concept separates
loneliness from the idea of solitude, a possibly positive state of being alone (Storr, 1988). More
recent research suggests loneliness can be measured as a construct of three dimensions of
close/intimate, relational, and collective connections (Hawkley, Browne, & Cacioppo, 2005;
Hawkley, Gu, Luo, & Cacioppo, 2012; Hawkley & Cacioppo, 2010). Research considering
loneliness as a multidimensional construct in clinical populations is just beginning to appear
(e.g. Badcock, Barkus, Cohen, Bucks, & Badcock, 2016).

If an individual’s sense of connectedness and loneliness played an important role
leading to their admission, then their sudden change in environment might also change the
nature of those factors. These potential effects may be significant for clinical outcomes. None
of these interactions has been studied to date amongst an adult inpatient mental health unit
population.

Studying a clinical population ethically also requires a meaningful link to improving
outcomes for that population. A recent review of interventions targeting loneliness (Masi,
Chen, Hawkley, & Cacioppo, 2011) highlighted a far larger effect size for working with social
cognitions (mean effect size =-.598), compared to enhancing social support (mean effect size
= -.162), and increasing opportunities for social interactions (mean effect size = -.062). This
finding highlights the importance of increasing our understanding of the social cognitive
functioning of people engaged with mental health services.

The aim of this study is to explore experiences of loneliness and connectedness for
service users admitted to an acute mental health inpatient unit, using semi-structured interviews
based upon a constructivist grounded theory approach (Charmaz, 2014). This method focuses
on identifying meaningful actions and processes that are anchored in the way service users

construct their sense of their own experiences. In addition, through using this methodology
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with an acute inpatient population, without focusing on a specific psychiatric diagnosis, the

feasibility of that approach can also be evaluated.

Method

Participants

Six participants were recruited from an Acute Adult Psychiatric Inpatient Unit in the
United Kingdom. All participants had been present at the unit for at least two weeks.
Participation required the ability to describe and reflect upon memories of their recent
experiences, and so people with significant memory impairments, significant thought disorder,
or at clear risk of re-experiencing trauma during the interview were not recruited. Specific
diagnoses were otherwise not grounds for exclusion, with the homogeneity of the sample based
on a need for and engagement with acute inpatient care rather than a specific diagnostic
category. For this report, we did not interview adults post-retirement age, being mindful of
research into the experience of different life stages (Erikson & Erikson, 1997) and how that
might affect loneliness and connection.

Of the six participants, four were male and two were female. Their ages ranged from
20 to 48 years old (M = 30.34, SD =9.91). All six participants were Caucasian in ethnicity
and were born in the UK. In keeping with the transdiagnostic nature of the study, participants
had a range of diagnoses and experiences including psychosis, depression, anxiety, trauma,

disordered eating and self-harm.

Procedure
Ethical approval was granted both by the Research Ethics Committee of Bangor
University, and the local NHS Research Ethics Committee and the R&D department for the

NHS organisation involved (see appendix, 1.1 to 1.5). Service users were initially approached
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by the care team at the unit, and provided with detailed information with which to decide on
whether to take part in the study, with formal written consent given.

Interviews were conducted with service users lasting between 30 and 80 minutes, with
interviews taking place in a quiet room off the ward. An initial interview schedule (see
appendix 3.1) provided a barebones pathway to the discussion, beginning with the experiences
before admission. Open questions about different periods were used to initiate discussion, such
as, “what can you tell me about your life in the weeks leading up to coming here?”. This
allowed the interviewees to shape the discussion to follow their own conceptual understandings
and language regarding their experience. The interviewer provided summaries using the
participant’s own language, and validation where appropriate, appreciating that the interviewer
and interviewee work together as the interview progresses to construct meaning (Charmaz,
2014). Follow up probes were used where appropriate bring loneliness and connectedness into
focus, such as, “So when someone was there in proximity... how did that affect your sense of
being connected to people?”. Interviews were recorded with consent, anonymised, and

transcribed line by line for analysis (for example transcript, see appendix 4.1).

Analysis

Initial coding of responses was completed line by line, using gerunds to preserve the
sense of action in the data (Charmaz, 2000, 2014). Preserving this behavioural element of
participant descriptions allowed consideration for function, providing a mechanism for
exploring common experience across diagnostic categories. Focused coding then followed (see
appendix 4.2 for excerpt), with focused codes informed by existing data and reflections.
Categories were identified as they emerged, allowing for a ground-up process of generation.

The study utilised a grounded methodology (Glaser & Strauss, 1967) based upon the

modified, constructivist approach of Kathy Charmaz (2014). Grounded theory has an

69



Loneliness and Connectedness in Acute Care

established basis for the qualitative exploration of phenomena that do not have an existing
evidence base (Pidgeon, 1996). The adapted, constructivist approach was chosen due to its
focus on identifying actions and processes that emerge from the data rather than general
themes, whilst also allowing interpretation to consider the personal constructions of the
individual participants (Charmaz, 2000, 2014). Appreciating different ways of constructing
similar concepts was considered important due to our study looking at ideas such as
connectedness across different diagnoses and experiences. A focus on identifying actions and
processes rather than general themes was also considered suitable as it would help distinguish
between different periods during the pathway through acute inpatient care.

Grounded theory as originally conceived (Glaser & Strauss, 1967) is an iterative
process, where reflections and analysis occurs alongside data gathering, and this analysis
informs and shapes data gathering as it proceeds. Due to the need to opportunistically recruit
service users at an inpatient unit whose discharge may occur at short notice, a fully iterative
process of complete analysis between interviews was not possible. However, in those instances
memos were written reflecting on the previous interview and these influenced the subsequent
interview. The interview schedule evolved over time to include concepts already identified
through reflections and analysis.

Constructivist grounded theory also provides a framework for considering the
constructions of the researcher involved (Charmaz, 2014), and this was utilised as the primary
researcher had prior experience as an inpatient in an acute mental health setting. Incorporating
lived experience of researchers into qualitative study design can be a strength when exploring
service user viewpoints (Gilburt et al., 2008). To understand and control how the lived
experience of the researcher might influence the analysis, the primary researcher was
interviewed by another member of the research team, with responses coded using the

established procedure.
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Clear guidelines to promote validity in grounded theory research were followed
(Charmaz, 2014). Coding and analysis were completed by the primary researcher, and then
reviewed by another member of the research team, with agreement required for codes to be

considered valid.

Results

Focused codes were reviewed to identify initial categories that were relevant to
loneliness and social connection (see appendix 4.3). Of these initial categories, 18 were present
in at least half of the interviews. Emerging from these categories were three major groupings
of data: (1) Factors changing connectedness, (2) Responses to changing connectedness and
emerging processes, and (3) Responding to Inpatient care. The first two groupings were
observed across all the participants (through different mixes of subcategories), and emerged in
the period leading up to admission. These two categories persisted whilst receiving inpatient
care for differing periods of time for different participants, and we identified one further
category that emerged for the sample during their inpatient admission.

In the sections below, excerpts from transcripts are included, with pseudonyms are used

to protect confidentiality of participants.

Factors Changing Connectedness

Six subcategories were identified of experiences that altered the sense of connection
that participants had with either an intimate partner or confidant, their family and friends, or
wider communities and society. Additionally, where phenomena involving differences in
perception such as auditory hallucinations were present, participants also reflected on their

sense of connection and loneliness when those phenomena were occurring.

71



Loneliness and Connectedness in Acute Care

1. Feeling alienated. The construction of the concept of alienation emerging in the
data referred to feelings of difference, detachment, or estrangement across all levels of
connection. Alienation did not refer to proximity, being felt whether alone or in the company

of others. Kevin described this directly as,

I’ve got good friends I’ve got well | haven’t got a massive family but I’ve got a family

around me but...it just doesn’t feel like that anymore it just doesn’t feel like it.

Kevin also described his subjective experience of alienation when walking down a

public street, describing his sense of lack of connection on a societal/community level,

It’s horrible...it’s like black it’s like you are looking down a parallel tunnel and there

IS just nothing around you anymore.

A different service user, Fred, experienced a sense of alienation from his friends due to

these friends being cut off from his way of perceiving the world at that time,

...I'was doing great things changing the world with the power of my mind and then my
friend would come round and tell me that I’ve been ignoring him... they... were talking
in a way that didn’t acknowledge any telepathic knowledge or telepathic understanding

or that 1’d ever engaged in any telepathic communication with any of them.

2. Experiencing loss. Loss, whether due to deaths of family and friends, relationship
break-ups, geographical moves cutting off social networks, or lost employment featured for all
the service users taking part. For all types of loss, the degrading of social networks and support

were experienced. Burt described the loss of his partner,
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Well my girlfriend was with me she stopped me going out sometimes yeah...but when
she went | had nothing left and it just felt like lost and the only thing I liked to do was

drink and keep my mind off it.

Kevin described his experience of leaving the Army and his sense of loss regarding no

longer being part of a close group,

So that was a really big difference...you got used to a sense of being surrounded by
people all the time and always feeling connected to people and then suddenly...

nothing.

3. Family conflict. Whether as a causal factor or resulting from difficult experiences,
changes in family connections were felt across our sample. For one service user, Elsa, whose

mother was her primary contact and source of support,

I know my relationship with my Mum was very err stressful when | had that tough

time... cause she basically you know she could see me wasting away basically.

For Kevin, a breakdown in his relationship with his brother preceded his current

experiences,

Well with my brother | don’t feel connected...when we grew up we were like that
[makes a gesture indicating they were very close] ... but I haven’t felt connected to him

for a while.

4. Wanting belonging. Some of the participants expressed a wish to get back to an
earlier time when they had been part of a small community or team of people, either in work

or education, often with a sense of having defined roles. For these service users, they described
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finding it hard to figure out the intentions of others and make connections when not in those

environments, as Kevin described,

...Yeah in terms of trying to figure people out understanding their wavelength sort of
thing cause everyone’s different when you are out but in there you are all similar you
all know what you are doing you all know who you are but once you are out it’s

completely different.

5. Feeling rejected. Feelings of rejection separated themselves from other constructed
ideas primarily through either a sense of relationships being ended by the other party, or from
feeling a lack of reciprocity in continuing relationships, as described by one service user,

Martha, in regards to her connection on a friends/relational level,

Yeah because nobody comes round... like | go out other people’s houses but nobody

comes round.

6. Feeling alone. Whilst detailed engagement with the concept of loneliness did not
happen often in the interviews conducted, some descriptions of feeling alone did surface. These
were particularly present when service users were reflecting insightfully, such as Fred

describing a desire for close/intimate connection,

Err yes | felt very alone and lonely as well... but err | felt... people that | care about
talking to me telepathically and telling me they love me and they cared about me but
none of that even if telepathy existed none of that makes up for a cuddle and a kiss and

having someone to share a bed with.

Responding to Changing Connections and Emerging Processes
Whilst the factors changing connection primarily answer the main question of how
service users in acute care construct their sense of loneliness and connectedness, our interviews
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also highlighted a number additional actions and processes that appear related to the changing
connectedness.

1. Responding to changing connections. When examining the data, several different
actions emerged that all involved a functional element of avoiding or distancing oneself from
existing or possible future connections. For some, this meant actively seeking isolation from

other people, as Kevin described,

...and when I wasn’t in work | was literally just in my room and | would close the door

and 1’d just lock myself like I am today | just close the curtains around.

Others described choosing to pursue living in an internal world even when in the

company of friends, such as Fred,

... music was something | perceived in a very powerful way | perceived of being able
to talk via music... but what that led to was a situation where I would go out with my
friends and rather than err engage with them socially | would sit in the corner with my

headphones on and listen to music.

All the service users taking part expressed efforts for avoiding thoughts and feelings,
and this may have affected their ability to make more open and deeper connections with people.

It also sometimes involved hiding pain from others, such a Burt describing,

I never talk about any of my problems really... I’d just be trying to make out it was a

big laugh but it was actually a problem yeah.

Most people interviewed also described experiences where they felt they were shutting
down in terms of their overall functioning, their energy, and their capacity for feeling.

Awareness of this concept was particularly high around the time of admission to the acute
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service, and in some cases service users felt their medication was increasing this feeling, and

making it harder to engage in social activities, such as Fred,

Since | was put on the Olanzapine | I’ve been very tired so | was sleeping a lot... |
initially said I want to do all the therapies but I’ve been err missing therapies because

I’ve just been too tired.

2. Emerging processes. Potential processes that may be involved in the presence and
maintenance of the factors changing connection and their responses were identified. These
processes emerged from descriptions participants made of their thoughts, feelings and
reasoning regarding the avoidance-based changes that occurred in their lives.

Many service users made references to feelings of shame, self-blaming, and low self-

esteem as being associated with their changing circumstances, such as Elsa describing,

I would you know if | saw people I would basically turn round cause | didn’t want them

to look at me the way... the way that | was...cause my I I I couldn’t even look at myself

Experiences of threat were the most frequently coded constructions in our data, and
were described as impacting their experiences before admission, their experience of the

admission itself, and their thoughts of the future. Edgar described this,

I wasn’t feeling too good at all to be honest with you scared to go out... hearing voices

you know don’t go out and this and that you know it was an awful experience yeah

References to either a lack of, or choosing to give up control occurred both before and

particularly after admission. Kevin described this feeling in the time leading up to admission,
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it’s been over the past six months really that I've just sort of self-destructed... I've
literally just torn everything apart like not my own way... I didn't want do it like that

but it just happened and it was horrible.

Elsa described how giving up control to staff after admission was difficult for her,

and it’s quite daunting that you’ve actually gotta... erm put your medical needs in their

hands... quite hard... in that I’m not in control you know.

Feelings both of being trapped and a sense of powerlessness were also common in their
experience before admission, and in expressions of low confidence in their ability to reconnect

with other people and communities in the future. Edgar summed these feelings up,

well I don’t know... whenever | seem to go out | become unwell... that’s the problem

yeah... it just hurts somehow you know.

Responding to Inpatient Care

One main category relating to loneliness and connectedness emerged in descriptions of
experience only after admission. This was a sense service users had of opening up. This
process was experienced differently within our sample. For some, opening up was an
involuntary process, and felt intrusive, particularly in the first few days after admission. Kevin

found it difficult,

Cause there are so many people and obviously they check on you every fifteen minutes

and stuff like that so there’s always something going on round and trying to adjust to
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that is... hectic... when I’m by myself that’s my little bubble yeah and there’s people

like trying to get involved in my bubble and it just it wasn’t... it wasn’t nice.

However, for some of our participants, over time their sense of opening up began

involving feeling connected with staff and other service users on the unit, such as Fred,

(Regarding the Nurses and Health Care Assistants) ... it’s just it’s nice to see people
coming in and smiling and being friendly all the time and checking it’s almost... it’s
nice | mean | feel a little bit of mothering going on sometimes which is something an
emotion that I have... not really experience very much... my Mum died when | was

quite young.

In the case of connections with other service users, opening up was helped by

identifying common experience, as Burt described,

It’s easier to talk to somebody who goes through the similar than it is to talk to

somebody who doesn’t (know) anything about it.

The construction of opening up was considered to be temporary. Whilst service users
had hopes for being more connected socially after being discharged, they had little confidence
in that happening. Negative beliefs (and possibly accurate appraisals) of their opportunities

once back in the community appeared to drive this low confidence, as Fred described,

I’d like a more forgiving environment 1’d like err people become friends quickly here
the nurses they talk to you like they’ve known you for years... err but... that is not
reality... reality life is a very fast pace we’re living in a very fast paced world with huge
expectations... of course there are things that 1’d like to see but I’d be a fool to believe

that is going to happen.
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Discussion

This study identified a set of social experiences that changed the sense of connectedness
for people in our sample (feeling alienated, experiencing loss, wanting belonging, feeling
alone, family conflict, and feeling rejected). In addition, well defined actions (seeking
isolation, avoiding thoughts and feelings, living in an internal word, and shutting down) and
processes (experiencing threat, shame, changes in control, feeling trapped, and feeling
powerless) also emerged that services users felt contributed to their need for acute care, and
were linked to changes in their sense of connectedness. These factors were found across a
group diverse in diagnoses, validating the use of an action and process orientated qualitive
methodology in this context (Charmaz, 2014). These categories also included examples of
connection operating on different levels (e.g. close/intimate, relational, and collective) of social
connection, providing additional evidence for conceptualizing loneliness as a multidimensional
construct (Cacioppo et al., 2015; Hawkley et al., 2005, 2012).

Service users participated in the study effectively and without distress, whilst still
receiving acute inpatient care, indicating that acute inpatient status should not exclude people
from taking part in research. Research is starting to increase in the United Kingdom into the
development of psychological services in acute care (Araci & Clarke, 2016; Curran, Lawson,
Houghton, & Gournay, 2007; Durrant, Clarke, Tolland, & Wilson, 2007; Kerfoot, Bamford, &
Jones, 2012). To support these research efforts, investigations into psychological factors that
include looking at how they are experienced by people entering a stage of a need for acute care,
rather than just in community mental health or general population settings, would appear
important. This study has identified that elements from the social part of the biopsychosocial

model may be a viable area of focus.
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Limitations

The limited exploratory scope of the project (N= 6) and its recruitment of service users
from a single mental health unit restricts the generalizability of our findings. Our sample,
whilst diverse in experience and diagnosis, was also ethnically and culturally homogenous.
Additionally, while we successfully employed the methodology of grounded theory, it is not
certain that we have reached the point of saturation at which point an inferred theory could be
constructed. We may not be that far away from at least a hypothesized model however, with
the presence of precipitating events, cognitive and behavioural responses, and possible
processes that may be mediating or moderating observed relationships. The constructivist
grounded theory approach prioritizes the saturation of categories rather than the saturation of
data (Charmaz, 2014), and with a large number of subcategories identified we may be
underestimating our findings.

A possible structure for a model summarising our findings is shown in figure 1, to
illustrate the current position based upon our research to date. The potential for a “loop” effect
of experience and response as shown in our theory, driven by cognitive and physical processing
of factors such as threat and shame, is not dissimilar from similar models that refer to social
processes such as the “loneliness loop” (Hawkley & Cacioppo, 2010). Areas in the proposed
model that are not defined, such as the progression from connection loss to a need for acute
care, could be hypothesised to involve the lack of access to normalising thoughts of behaviours
of others, as suggested by similar theories such as models for paranoia (Freeman, Garety,
Kuipers, Fowler, & Bebbington, 2002). We hope the model below may aid future research to
identify people at risk of needing acute care in the future, allowing for earlier interventions
avoiding admission, together with possible targets for community based work to improve

connectedness for the general population.
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Figure 1: Role of Connection in the Journey through Acute AMH Inpatient Care
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Future Directions

With the importance of directing research involving service user participation towards
improvement in care, we believe our findings have potential for use in clinical settings. We
have identified a grouping of social factors that may indicate a greater risk of need for acute
care, a set of responding behaviours that may provide a pathway for this need to grow, and
processes that may mediate these factors. Consideration of these groupings for services
engaging with vulnerable people (particularly perhaps in primary care settings) may provide a
way of highlighting individuals needing additional support.

In addition to future research investigating these factors further with this population,
repeating this exploratory approach with older adults that may have a different social
perspective on loneliness and connection should be a priority, as should explorations with

groups representing greater ethnic and cultural diversity.

Conclusion

Utilizing a constructivist grounded theory methodology to explore social factors
affecting and resulting from social connection and loneliness for those in need of acute care
may be a fruitful area of research that has a short path to practical and beneficial clinical
advancements. This research also has the potential to help existing efforts (e.g. Gilburt et al.,
2008) to have the voices of service users in acute care listened to and incorporated into

meaningful service improvement.
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Section 4

Contributions to Theory and Clinical Practice

Summary of Findings

The empirical study provided a first investigation into how the subjective experiences of
loneliness and social connectedness are constructed by service users attending an acute adult
mental health inpatient unit, both before and during their admission. It highlighted a grouping
of experiences that changed the sense of connectedness for participants (feeling alienated,
experiencing loss, wanting belonging, feeling alone, family conflict, and feeling rejected). It
also found avoidant responses (seeking isolation, avoiding thoughts and feelings, living in an
internal word, and shutting down) and processes (experiencing threat, shame, changes in
control, feeling trapped, and feeling powerless) that occurred following this changing sense of
connectedness. From experiences following admission, a process of “opening up” was also
identified, as participants found themselves coming into contact with staff and other service
users. These factors were found across a group diverse in diagnoses. Limitations in the sample
size (N=6) and recruitment occurring in a single inpatient unit, inhibit the generalisability of
these findings, requiring further research to confirm these results.

The literature review gave an overview of research investigating the role of the
subjective experience of loneliness in relation to the onset of psychosis. This review
highlighted that whilst recent studies are beginning to suggest possible ways that loneliness
might influence the onset of psychosis, either directly or indirectly, the cross-sectional nature
of this research limits the ability to draw practical conclusions that may inform clinical practice.
The review also highlighted significant concerns regarding current assumptions being made

when measuring loneliness for people either at risk of or experiencing psychosis, due to the
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lack of any research considering whether phenomena such as auditory hallucinations

themselves change the experience of feeling alone or being connected to others.

Implications for Future Research and Theory Development

Expanding upon the Empirical Study

The nature of the empirical study as a first exploration into the subjective experience of
loneliness and connectedness for people in acute mental health inpatient care, together with the
observed limitations for generalisability from a relatively smaller sample (N=6) and single
geographical location, raises the need for the extension and attempted replication of this
research. Considering the difficulties found in reproducing studies in psychology (Open
Science Collaboration, 2015), this would appear a basic, first step in building on our
preliminary findings.

Whilst the empirical study could synthesise data into coherent categories with a
reasonably diverse sample, it was not believed that saturation was reached. The range of
experiences and mental health phenomena typically found on an acute inpatient unit stretches
beyond that represented in our sample. In particular, whilst inpatient care is considered a last
resort for Borderline Personality Disorder (BPD) (National Institute for Health and Clinical
Excellence, 2009), we did not interview anyone with that diagnosis. Considering the
attachment basis of BPD, this may be a group with additional experiences of loneliness and
connection to be considered.

A reason why people with personality disorders did not make it into our sample to date
was the high incidence of trauma in this group, and currently our protocol is designed to avoid
retraumatising people, particularly during an inpatient stay. However, this does mean that

personality disorders, in addition to both thought disorder and organic conditions affecting
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memory such as Alzheimer’s Disease are not included in our range of loneliness experiences.
Developing alternative methods to help explore these groups should be considered, as they all
have valuable perspectives to be expressed.

Continuing research using our established methodology should also be considered for
older adults specifically, as a group where loneliness has been raised as a major concern (Office
for National Statistics, 2015). We have begun this interviewing older adults as an extension of
our current study, and whilst research is ongoing, we have already begun to detect additional
elements regarding connectedness. Specifically, the importance of family and the quality of
connections to family is appearing with greater prominence.

The empirical study to date has also only interviewed people of one ethnicity, in a
region with a far lower amount of ethnic diversity compared to other areas of the UK. The
setting was also not close to a significant urban centre. Further research to expand upon how
factors of ethnicity, urbanicity and similar considerations such as the experience of also
immigrating from another culture is needed.

Our study also only looked at the perspectives of service users. Whilst this is arguably
the most important point of view, when considering an acute inpatient environment, the
potential for meaningful insights to also come from staff working at the unit is significant.
Other points of view to consider would also be the perspectives of other people in the service
user’s social networks, such as friends and family. The possibility of considering not just the
perspectives these groups have of a relevant service user, but their own sense of loneliness and

connection should also be explored.

Theory Development from the Empirical Study
Whilst saturation was not reached and grounded theory was not proposed, the formulation-

based nature of the categories identified provide several variables (as listed in the summary of
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findings) that fit into a model of precipitating event/experience, avoidant coping mechanism,
and perpetuating processes. A positive next step to further investigate the identified categories
would be the utilisation of a longitudinal design in community mental health settings. Whether
through measuring a specific experience such as feelings of alienation, or through composite
measurement of the categories identified, over six month intervals, correlations with the
incidence of inpatient admissions over a set time frame could be made. This would provide
preliminary data regarding the predictive value of the findings from the empirical study, a key

step towards moving to meaningful clinical applications of the research.

Wider Research Implications Arising from the Empirical Study
An emerging cognitive model for the link between loneliness and mental health difficulties is
that of a “loneliness loop” (Hawkley & Cacioppo, 2010). This theory predicts that perceived
social isolation produces a threat response, increasing hypervigilance for social threats in the
environment. This hypervigilance is then hypothesised to lead to the production of multiple
negative cognitive biases regarding social connections, that then work to create self-fulfilling
prophecies predicting that attempts to make connections will fail, maintaining a state of
loneliness and disconnection. There are some parallels for the loneliness loop that can be drawn
with theories in psychosis, such as the cognitive model of persecutory delusions (Freeman et
al., 2005; Freeman, Garety, Kuipers, Fowler, & Bebbington, 2002; Freeman & Garety, 2014),
that also identify the relationship between threat and the emergence of cognitive biases.
Categories emerging in our study, when considering the theory of the loneliness loop
after our analysis was completed, do appear in keeping with this theory. Experiences of threat
were the most commonly recorded data. Feelings of powerlessness, and of feeling trapped
were also prevalent. Predictions regarding the future were negative, even for service users who

had positive experiences of connection during their time as an inpatient, creating an impression

90



of learned helplessness (Seligman & Maier, 1967). Therefore, it seems reasonable to suggest
that attempts to formally, and possibly quantitatively explore the proposed loneliness loop

model amongst acute mental health populations may be a worthy goal.

Going beyond the Empirical Study

A 2009 study (Cacioppo, Fowler, & Christakis, 2009) that explored the data from the
longitudinal Framingham studies of coronary heart disease (particularly the Framingham
offspring study, (Kannel, Feinleib, McNamara, Garrison, & Castelli, 1979), investigated how
loneliness might arise in social networks. Their findings suggested that loneliness tended to
occur in social clusters and that it would be disproportionately represented amongst those at
the periphery of social groups. The authors of the study went further to put forth an
interpretation of their data that might have wide-ranging implications for mental health care:
that loneliness might spread through social networks as a contagious process. Considering
these findings in the context of how people experience the path leading to an inpatient
admission and what follows afterwards, might provide an opportunity to improve our systemic
understanding of acute mental health difficulties. The potential for people to have been
relatively isolated at the edges of their social groups, and then suddenly move to a different
environment, with a different social group with the potential to affect their mental health both
positively or negatively, appears important to explore. A further feature of the “loneliness
spreads” study (Cacioppo et al., 2009) was to note how connections up to three degrees of
separation might also be influencing loneliness, even from people with whom we do not have
direct contact. Therefore, it is possible that many possible sources influence change in a
person’s life when they become an inpatient, many of which may not be easily noticed.

Understanding how these factors are experienced and how they might affect loneliness and
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connection, may help inform both our conception of how people come to require acute care,
and how the structure of acute care may help or harm recovery.

Future research informed by the idea of spreading loneliness and social network effects,
may be more complex, but worthwhile. This hypothesis might predict, for example, that
loneliness would increase for staff working in acute care, and that could be a very important
topic to research. Mapping social networks in a local community, particularly for areas already
associated with mental health difficulty incidence based on demographic factors (research
currently in progress at Bangor University), could provide a platform for developing theories

on a community psychology level.

Expanding upon the Literature Review

Whilst the reported review already describes the most pertinent findings for future research as
a feature of its narrative structure, an earlier draft of this document featured a wider scope,
including experiences of loneliness in psychosis after diagnosis. A further paper exploring the
experience of loneliness after diagnosis may be equally important, and a highlight may be a
feature not discussed in the onset of psychosis: stigma. The role of self-stigma and external
discrimination in the negative symptoms of psychosis (rather than the predominantly positive
symptom focus of the onset paper) and their possible relationship with loneliness are worth
exploring, with specific studies already identified (Campellone, Caponigro, & Kring, 2014;

Cavelti, Riisch, & Vauth, 2014; Switaj, Grygiel, Anczewska, & Wciorka, 2014).

Implications for Clinical Practice
The existing papers emphasised reporting implications for clinical practice, but some room
exists to expand on these ideas, as well as additional insights from data that was not specifically

reported as it was not specific to loneliness and social connection.
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Reference was made in the empirical paper regarding the use of findings in primary
care. With the current environment of restricted NHS budgets, efforts to reduce inpatient
admissions are commonplace across the UK. The ability to engage with people at an earlier
stage and provide effective support is a primary means of achieving this aim. However, an
approach grounded in the traditional medical model of mental health, may struggle to detect
sufficient symptom strength in the early stages of mental health difficulty. By identifying
potential social factors, particularly in terms of life events, that may be predictive of an
increased risk for the need of acute care, earlier detection and support could be possible.
Understanding the underlying processes may also help in decision making in stepped care
modelled services regarding the appropriate level of care.

The views of service users towards staff was also an important finding that may have
implications for clinical practice, and there was not room to explore this fully in the empirical
paper. We were struck by the universally positive expressions of admiration and gratitude
towards nursing and care assistant staff on the wards by all the people we have interviewed to
date. However, discussing this amongst the research team, it was raised that these opinions did
not fit anecdotally with the opinions often expressed after discharge when engaging with
community services, around their experiences with staff during an inpatient admission. Whilst
this needs further exploration, one working hypothesis we identified was the potential for
people receiving acute care to have backgrounds that may contain what can be conceptualised
as attachment difficulties, particularly in terms of growing up in invalidating or neglectful
environments. This has important clinical implications if borne out by further research for
raising awareness of attachment related behaviour and interpersonal relating on acute wards,
both in improving care, but also in supporting staff. Whilst attachment is a feature typically

prioritised in inpatient environments for adolescents, based on approaches such as DBT
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(Linehan, 1993), awareness of attachment in adult settings is less common in the experience of

the research team.

Personal Experience

The generation of the ideas for this project were based upon my own personal experiences of
acute inpatient mental health care over a decade ago. These experiences were very positive,
and analysis of my own interview produced codes not replicated in our sample. A code was
striking in its absence from our sample, that of finding belonging. In my own experience, |
found myself connecting with a sense of community in the unit that | attended, in a way that |
had not experienced previously in my life. At the unit, | attended, a full routine of daily
activities was compulsory, and this also created a working behaviourally activating
environment. The biggest change | experienced because of these factors was a shifting out of
what had been a very egocentric experience of the world, much like the living in an internal
world found in our sample. | stopped thinking of other people with the predictions that might
be described in the loneliness loop (Hawkley & Cacioppo, 2010), and this created the
opportunity to experience events that changed my sense of connection in a positive, connective
manner.

I am providing this information here primarily to help illustrate my own constructions
of acute care, and to provide the opportunity for the reader to consider how they may have
influenced this thesis. If the most important experience for me was finding belonging, consider
as well the fact that for most people in acute care, wanting belonging is the code more likely to
appear. Add to that the likelihood of feeling powerless and feeling trapped. | hope this avenue

of research grows.
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Reflecting on Completing My Thesis

In reflecting on what I have learnt from carrying out this piece of research, it was only right at
the end of the process, a few days before having these words bound, that I realised what the
lesson was. Whilst throughout the process, my focus had been on the clinical aspects of
loneliness and connectedness, the realisation that connection has an important role in
everything we do became apparent. The biggest difficulty | encountered academically had
been in reigning in and focusing this work, with so many possible directions to explore in
regards to the role of connection, this was particularly hard to do. What became apparent was
that trying to resolve and focus multiple concepts in your own internal world is likely always
going to be doomed to failure. It was not in my internal world where | found the experiences
that changed the trajectory of my life, it was in other people. Likewise, where we find focus
in our research is not in the endless frontiers of our own thinking, but collaboration, and frankly,
help from our colleagues.

A recent talk | attended at a conference regarding the application of psychology in acute
care had an important point: physics tells us that the natural state of any system is not order, it
is chaos. As communities, we work collaboratively to create structure and order. Without
connectedness, there is only chaos. | know what that chaos is like when it is in your own mind,
and you are lost there without any hope of escape that you can see. | hope this thesis helps
provide one small step towards helping the thousands of people in the UK who are still trapped

there.
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NHS REC Form Reference: IRAS Version 5.4.2
16/AWA/0328

The integrated dataset required for your project will be created from the answers you give to the following questions. The
system will generate only those questions and sections which (a) apply to your study type and (b) are required by the
bodies reviewing your study. Flease ensure you answer all the questions before proceeding with your applications.

Piease complete the questions in order. If you change the response to a question, please selact ‘Save’ and review all the
guestions as your change may have affected subsequent questions.

Please enter a short title for this project (maximum 70 characters)
Loneliness and Connection in Acute Adult Mental Health |npatient Care

1. Is your project research?

2. Select one category from the list below:

Clinical trial of an investigational medicinal product

smgs-x

&% Combined trial of an investigational medicinal pr&@tﬁ;,and an |nvestlgatlt’agfa~. nedical device
S

rggr‘{io compare interventions in clinical practice
i

only) P
s

@ Study limited t@iﬁvorkmg with d

25 Other study

2a, Please answer the following question(s):

a) Does the study involve the use of any ionising radiation?

& No
@ No

¢) Will you be using existing human tissue samples (or other human biological samples)? £3Yes @ No

b) Will you be taking new human tissue samples {or other human biological samples)?

3. In which countries of the UK will the research sites be located?(Tick all that apply)

England
7] Scotland
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NHS REC Form Reference: IRAS Version 5.4.2

16/WA/0328

R Wales
=1 Northern Ireland

3a. In which country of the UK will the lead NHS R&D office be located:

&% England

% Scotland

% Wales

% Northern Ireland

This study does not invelve the NHS

4. Which applications do you require?

IMPORTANT: If your project is taking place in the NHS and is led from England sefegtIRAS Form'. If your project is led
from Northern irefand, Scotland or Wales select 'WHS/HSC Research and D@@%.’oprﬁe 4
Research Ethics Committee applications, as appropriate. "K

[F1IRAS Form

B NHS/HSC Research and Development offices
Social Care Research Ethics Committze

4 Research Ethics Committee

[} Confidentiality Advisory Group (CAG) e
5 7| National Offender Management Service {(NOMS} (P?"i%

i
For NHS/HSC R&D Ofﬁces in Nok’tﬁe'rn' I're'fahd' Sf:at“.'aNma

cof[aborators.

For partrc:patmg NHS organrsa @?ﬁg‘s in Eng _ d!fferent a%%’ngements apply for the prows.'on of srte spec.!f.'c
mformatfon Refer to IRAS Hé ’fg@gggnore ;@g%ganon gﬁ&’_ o R

s
qﬁ

5. Will any research sit

i Yes N;

6. Do you plan to |ncludé@“ gartlclgants who are children?

1 Yes & No

7. Do you plan at any stage of the project to undertake intrusive research involving adults lacking capacity to consent
for themselves?

£ Yes & No

8. Do you plan to include any participants who are prisoners or young offenders in the custody of HM Prison Service or
who are offenders supervised by the probation service in England or Wales?

@ Na

Date: 04/10/2016 2



NHS REC Form Reference: IRAS Version 5.4.2
16/\WA/D328

9. Is the study or any part of it being undsrtaken as an educational project?
0 Yes No

Please describe briefly the involvement of the student(s):
The lead investigatar is a Trainee Clinical Psychologist, and the project will form the basis for their thesis, to be
submitted for the Clinical Psychology Doctorate (DClinPsy).

9a. Is the project being undertaken in part fulfilment of a PhD or other doctorate?

W Yes

s N

m,ﬁ s

10. Will this research be financially supported by the United States Departmeng%g;al-lealth and Human Services or any of
its divisions, agencies or programs? ‘%j%i .

i Yes & No

11. Will identifiable patient data be accessed outside the carge@%- lthouggﬁrgor consent aﬁ any stage of the project
(including identification of potential participants)? ;

@iYes @ No

Date: 04/10/2018 3



NHS REC Form Reference: IRAS Version 5.4.2
16/\WA/Q328

Integrated Research Application System
Application Form for Research involving qualitative methods only

Health Research Authority

The Chief Investigater should complete this form. Guidance on the questions is available wherever you see this
symbol displayed. We recommend reading the guidance first. The complete guidance and a glossary are available by
selecting Halg. N

o ‘§Q~,’%

Please define any terms or acronyms that might not be familar te lay reviewers of, & application.

“*?%g%

Short title and version number: {maximum 70 characters - this Wi|[£§_é§nsgﬂed as header'af
Loneliness and Cannection in Acute Adult Mental Health Inpatienlgfre

o

o

REC Name:

Wales REC 5
REC Reference Number: s % Submission date:
16/\WA/C328 = f;% & 04/10/2016

L

A1. Full title of the Zz@iﬁh

Exploring and Understanc
Inpatient Care: A qualitative

oneg%éss and Connectedness amongst Service Users in Acute Adult Mental Health
sing Grounded Theory.

A2-1, Educational projects

Name and contact details of student(s):

Student 1
Title Ferename/Initials Surname
Mr  David Oakley
Address 9 Glyn Garth Court
Menai Bridge
!
Post Code LL59 5PB
E-mail psp4eB@banger.ac.uk
Telephone 07801553279
Fax
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NHS REC Form Reference:
16/\WA/0328

Name and level of course/ degree:
Doctorate in Clinical Psychology (DClinPsy)

Name of educationai establishiment:
Bangor University

Give details of the educational course or degree for which this research is being undertaken:

IRAS Version 5.4.2

Name and contact details of academic supervisor(s):

Academic supervisor 1

Title Foraname/[nitiais Surname
Or Mike Jackscn

Address North Wales Clinical Psychology Programme
School of Psychology, Bangor University
Bangor, Gwynedd

Past Code LL57 2DG

E-mail mike jacksen@bangor.ac.uk
Telephone 01248388365

Fax

Academic supervisor 2

Title Forename/Initials Surnam

Dr Alison Firth
Address Hergest Unit,
Post Code
E-mail
Teiephona
Fax

i supe_ggéor(s) has responsibility for which student(s):

Please click "Save now" bé 5
details are shown corractly.

Fipleting this table. This will ensure that all of the student and academic supervisor

Student(s) . Academic supervisor{s)

Student 1 Mr David Oakley &3 Dr Mike Jackson

] Cr Alison Firth

A2-2, Who will act as Chief Investigator for this study?

& Student
2y Academic supervisor

£ Other

Date: 04/10/2016 5



NHS REC Form

Reference:
16/WA/0328

IRAS Version 5.4.2

A3-1. Chief Investigator:

Post
Qualifications

ORCID ID
Employer
Work Address

Post Code

Work E-mail

* Persanal E-mail

Woark Telephone

* Perscnal Telephone/Mobile

Title Forename/Initials Surname
Mr  David A Oakley

Trainee Clinical Psychologist

BSc (Hons) Psychology
MSec Research Methods in Cognitive Neuropsychology

Betsi Cadwaladr University Health Board
North Wales Clinical Psycholegy Programme
School of Psychology, Bangor University
Bangor, Gwynedd
LL57 2DG
psp4eb@bangor.ac.uk

07801583279

Address

Post Code
E-mail
Telephone
Fax

,hw

Iatlng to applications for this project?
R&D reviewers that is sent to the CI.

available):
Sponsor's/protocol number:
Protocol Version:

Protocol Date:

Funder's reference number:

Project
website:

AS5-1. Research reference numbers. Please give any relevant references for your study:

Applicant's/organisation’s own reference number, g.g. R & D (if

1
01/08/2016

Additional reference number{s):

Ref.Number Description

Reference Number
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NHS REC Form Reference: IRAS Version 5.4.2
16/WA/0328

Registration of research studies is encouraged wherever possible. You may be able to register your study through
Your NHS organisation or g register run by a medical research charity, or publish your protocol through an open
access publisher. If you have registered your study please give details in the *Additional reference number(s)"
section.

AS5-2. Is this application linked to a previous study or another current application?

i Yes No

Please give brief details and reference numbers.

AB-1. Summary of the study. Pisase provide a brief summary of the raﬁ%g‘%'h (max;mum -%words) using language

easily understood by lay reviewers and members of the public. Whe‘géﬁ‘ﬁ?e regearch is review Lha REC within the UK
Health Depariments’ Research Ethics Service, this summary will Q bhshe%?g the Health Rgsearch Authority (HRA)
website following the ethical review. Please refer to the questiorf spe%y uidancesfor this question.

There is increasing evidence that [oneliness is a very significant factor &l
There is also evidence to suggest that our social conpections have the p
positively and negatively. E%;

< i
Individuals whe are admitted to an Adult Mental Health Iﬁgéahe%%ﬂ%ﬁ:‘“ ?ggnenencmg a time of acute distress, but
also find themselves in a different environment, with diffe; ople angpossibly a different perspective of the world
around them. There is clear potential for factors of Ionellngéis and social connection to play a role in the difficulties that
led to admission, but also to be affecgg@ﬁ o5 admission.%, %

ng both mental and physical health.
| to affect cur sense of loneliness both

»‘g N

i &
§m|3310n may have affected them. It will do so by giving
*of loneliness and social connection, as well as their
“Grounded Theory” (based on a version by Kathy Charmaz

This study aims to expicre thesaﬁﬁﬁ%s and *[?bw mpatlent
service users the opportunity to desei%g&gthe “ d
journey through services. Using a researe meth cal
in 2008), this process wglé‘ Is our Ior‘@ tarviews with service users, and observations of daily events in the
mental health unit. Tga‘approac “wilkalso |nc§é&§@the interpretations of the chief investigator, who is both a third year
Trainee Clinical P =Er:ho[ogls’c workirigiat the ug?f”and a former service user who has attended an inpatient unit in the
past. |

The study will aim to re%%iﬁerwce u gfers who have made some steps already in their recovery and feel ready to reflect

on their experiences. Iti ish Rgped thaix hese reflections will aid our understanding of how servics user difficulties are
influencad by fonegliness, asé”%ﬁggmatlent service planning, and potentially provide helpful insights to aid recovery for
the service users themselvesfr

AB-2, Summary of main issues. Please summarise the main ethical, legal, or management issues arising from your study
and say how you have addressed them.

Not all studies raise significant issues. Some studies may have straightforward ethical or other issues that can be identified
and managed routinely. Gthers may present significant issues requiring further considsration by a REC, R&D office or other
review body {as appropriate to the issue), Studies that present a minimai risk to participants may raise complex
organisational or legal issues. You should try to consider all the types of issues that the different reviewers may need to
consider.

Service users at an Adult Mental Health Inpatient Unit have all experienced a period of acute difficulty that has led to
their admission to the unit. For many, that admission may have been made in part to manage significant risk to their
safety. Any study that propcses engaging with this group must do so with a very clear structure for ensuring that risk is
not increased nor recovary interrupted. This study's structure includes:

1) Clear guidelines for recruitment that exclude approaching any service user within their first two weeks attanding the
unit. In addition to ensuring that the work of the inpatient unit in that early period is not affected, this pericd also
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NHS REC Form Reference: IRAS Version 5.4.2
16/\WA/0328

ensures time for any service user to becoms acclimated to their surrcundings.

2) Even after a two week period, many service users may still be experiensing significant difficulties, feel unsettied, or
may still be in the process of adjusting to changing medications. A recruitment procedure independent of the Traines
Clinical Psychelogist, led by the Clinical Psychologist at the unit in consultation with cther key workers, will only look to
approach those who have made progress and who are ready and able to take part. The study involves interviews
where the purpose is to give service users an opportunity to reflect upon their experiences, and only those who have
reached a stage of being ready to do that will be approached. It is hoped that the interview experience may potentially
be a positive experience in a person's recovery.

3) Contact with service users will only take place at the Unit, following the robust procedures aiready in place at that
unit for managing risk and promoting well being. The Trainee Clinical Psychologist will also be en placement at the
unit during the research project period, and will be fully trained and up to date on all procedures and practice.

4} Availability of key workers known to service users participating in the study will always be arranged in advance. This
is 80 that any service user taking part in an interview, has the opportunity for further onggfo-one support independent of
the research team, immediately after the interview is completed. This will allow for f dh@ﬁlSCUSSlon by the service
user of any thoughts or emections raised by the interview. This supported processﬁg@:ﬂ help any new insights he
understood in a helpful and adaptive way, as well as give staff an apportunity té;fé’sgx s85ss the well being of the sarvice
user concernead. gf

SHr
3) Capacity will be assessed by Dr Alison Firth (Clinical Psychologist wgm%ihg at the Unit)* E&eﬂ‘are any service user is
approached to infroduce the study. Capacity to both give informed c%asent and to continue ta kit Jart in the study
throughout its duration, will be constantly assessed and never asgﬂned If tf*iere is any quest@?ﬁ or concern at any
point, the study will cease and additional support from the cara,;f ﬁ%owd @mmedlately The safety and continued
recovery of service users will always take priority.

8) A clear statement explaining that study participation will have no affect
decisions about the service user's status at the unit, i
part of the independent recruitment procedure.

e lavel of care provided, or in any

Y i 5

7) The interview procedurs itself will not directly ask any &rv;@é users"%’ iscuss traumatic or distressing experiences
fram the past. It will raise themes of loneli gess and social =’nnectlon ‘nd provnde cpen questmns for serwce users to
questlons

i -
A7. Select the appragpriate metho
.

. ¥ Case serigs/
[ Case control
Cohort observation

Controlled trial without rafidomisation

7 Cross-sectional study

A Database analysis

=t Epidemiclogy

[ Feasibility/ pilot study

Laboratory study

Metanalysis

Qualitative research

& Questionnaire, interview or observation study

=] Randomisad controlled trial

7 Other (please specify)
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A10. What is the principal research question/objective? Please put this in language comprehensible to & lay person.

Question 1: How do service users of acute AMH inpatient care describe their sense of loneliness and connectedness,
and how has this changed since becoming an inpatient?

A11. What are the secondary research questions/objectives if applicable? Please put this in language comprehensible to
a lay person.

Question 2: How might the experiences of loneliness and connectedness amongst participants affect their mental
health?

Question 3: What processes may be present in acute AMH inpatient settings that could explain the charges in
leneliness and connectedness that are obsarved by participants?

A12. What is the scientific justification for the research? Please put this in language, @Qprehensmle fo a lay person.
g

i
i3

A 2015 summary (Cacioppo et al., 2015) highlighted a wide variety of potential imggcts of loneliness and reduced
social connection on both mental and physical health. Of particular note, they hi ed a recent meta-analysis found
an overall weighted increase in mortality (amongst the general population) ;fgi‘ soma?%”’“ ation (29% increase),
loneliness {26% increase) and living alone {32% increase) (Holt- LunstaqgaSn“i%th Baker s, & Stephenson, 2015).
These experiences are likely to occur amongst service users in Adu[t Mégﬁ’féiaHealth inpatigt @tig}gs and ars worthy
of study. 4 f"

Existing research into the experience of becoming an |npat|entf’*f;r?%é adﬁ%&ntal health settings has siressed the
importance of relationships as the critical factor in determining the natazss bf those experiences (Gilburt, Rose, &
Slade, 2008; Wyder, Bland, & Crompten, 2013). This study will explore ﬁt%le of leneliness and connection in
shaping those relationships. .

The concept of leneliness as a studied psycholog:cai o sm:f é?i@ mostly ab}{&nt in the first half of the 20th century,
only appearing in a notable form amongst the writings of: @sychaa Eﬁ%&g@a Fromm-Reichmann in 1859. Since that
waork, loneliness as a concept, considared at one point agia ggure of depression (Young, 1982), has come to be
seen as & distinct psychological construct-{:&acloppo Hugh@J Waite, Hawk!ey, & Thisted, 2006; Heinrich & Gullone,
2006; Cacioppo, Hawkley, & Thisted &@f’i 0 current wéﬁgmg definition used within this field of research describes
loneliness as the discrepancy betw@en the pigigrred and act s¥Social relations of an individual {Peplau & Perlman,
1682). That discrepancy may p@féﬁ lly lead 5. the mdlwdua?feehng alone, distressed and isolated, even when
amongst other people (Cacioppo Fc%%ﬁ ,K x**zf,;}@@? Cacioppo & Cacioppo, 2013; Weiss, 1973). This focus
on the dlscrepancy betweemmth@ W|shed i and the realised in sccial relations, separates loneliness from the idea of
i Tllych 1959; Storr, 1998).

A{N‘
The existing studﬁgof Ionellness onnech dness described so far have focused upon the generaf population.
However, the wrfb e of Ionelmes?%nd connectedness as clinical features to be studied, understood and included
in formulations has een mentméé’d {Cacioppo et al. 2015), yat significant research into clinical populations has
yet te materialise. Theréig% to furtheflnform and guide attempts to bridge studying loneliness from general ta clinical
populations, research |nto“ ' sfiworks and systemic factors has also been considered.

g = =

A 2008 study (Cacicppo Fow]gl“’{& Christakis, 2009} that explored the data from tha longitudinal Framingham studies
of coronary heart disease (particularly the Framingham offspring study, Kannel, Feinleib, McNamara, Garrison, &
Castelli, 1979), investigated how loneliness might arise in social networks. Their findings suggestad that loneliness
tended to occur in social clusters and that it would be disproportionately represented amongst those at the periphery
of social groups. The authors of the study went further to put forth an interpretation of their data that might have wide-
ranging implications for mental health care: that loneliness might spread through social networks as a contagious
process.

Censidering these findings in the context of how people experience the path leading to an inpatient admission and
what follows afterwards, might provide an cpportunity to impreve cur systemic understanding of acute mental heakth
difficulties. The potential for pecple to have been relatively isolated at the edges of their social groups, and then
suddenly move to a different environment, with a different social group with the potential to affect their mental health
both positively or negatively, is important to explore. A further feature of the Framingham study {Cacioppo Fowler, &
Christakis, 2009} was to note how lass immediate connections (such as friends of your friend) might also be
influencing leneliness, even from people with whom we do not have direct contact. Therefore, it is possible that many
possible sources of influence change in a person’'s life when they become an inpatient, many of which may not be
easily noticed. Understanding how these factors are axperienced and how they might affect loneliness and
connection, may help inform both our conception cf how people come to require acuta care, and how the structure of
acute care may help or harm recovery. Whilst the research identifying these possibilities exists on a systemic,

Date: 04/10/2016 9
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netweorked level, this study will attempt to ground our understanding in what these actual processes are, and it will do
so by exploring the points of view of the individuals experiencing them.

If an individual's sense of connectedness and loneliness played an important role leading te their admission, then a
sudden and severe change in envirenment may have a strong effect on those factors. It is unclear in which directions
these effects may work, with the potential for experiences that may either increase or decrease connectedness
occurring in such an inpatient unit. Additionally, following the definitions provided above, different individuals might
react to the same experiences differently. None of these interactions has been studied to date amongst an adult
inpatient mental health unit population. A Welsh Government audit of residents in "Hospital and units for people with a
mental illness in Walss” covering 2014-2015, reported 1,441 total patients present at the time of the audit, 661 of
whom {46%; had been resident for three months or longer. With these figures in mind, any development of our
understanding of the systemic factors of loneliness and connection present in mental health units will be useful for
services,

Studying a clinical population ethically also requires a constant link to the possibility of meaningful interventions based
on any data gathered. Some ressarch into interventions for leneliness in community seftings has taken place and a
review of this research (Masi, Chen, Hawkley, & Cacioppe, 2011) highlighted some key ridings. Specifically, a far
larger effect size for interventions working with social cognitions was found, compatéd to interventions that enhanced
social support, social skills and ingreasing opportunities for social mteractlon@%:gmse findings suggest that
increasing access to sccial opportunities alone may not result in |mprovem%gf§’“for o disconnected people. This
suggests that not only will a person’s social connection and network play a rale in thei rience of loneliness, but
also their apprmsals of others, and all the factors that mxght affect the a@h?@cy of those sals. To understand the

subjective experience.

To begin the process of research into loneliness and connectedness mi st clinical populations, this study will

begin by exploring the qualitative experiences of service users admitted to nAdult Mental Health (AMH) Inpatient unit,
i i %g dmission, dur?ﬁ“g issi

5 hded : : ' 06

is planned for data to be gathered through both observaisons angdin with service users, with an appreciation

far how different service users may construct their sense ‘q{ Io@é!mess connection. The goal of this research effort

will be to develop a preliminary theory to suppert future resg “grch into the role of loneliness and connectednass in

' pd sarvice pre VISIOI‘I in acute inpatient settings in the future.

A13. Please summarise your deS|g A L g%_ xgﬁssﬁguld be clear exactly what will happen to the ressarch
participant, how many fimes and in Whaﬁ%@r Pie ’%omplete this section in language comprehensible fo the lay person.
Da not simply reproduce %g@r 3 i Further guidance is available in the guidance notes.

;555}‘ G 328

approach that also considers how people perceive themselvas and the warld
roach includes an appreciation for what the researcher may bring themselves
¢ ta that is gathered. In this case, the primary researcher is a clinician who has
previously been a service Usgr: @&te AMH inpatient seftings, and has perscnal experience of the actions and
processes being studied. Whilstthis might be seen as a source of bias in more traditional research, in grounded
theary, the insights of the reséarcher are made clear and accounted for in the data. In more traditional research, the
bias of the researcher may be present but unidentified. It has also been suggested that “insider’ researchers may be
a strength in qualitalive studies where their role is integrated intc research design (particularly in service user led
research) (Gilurt, Rose & Slade, 2008).

i :
This study will follo L2grounded theo
around them (Charma’ﬂ?@@QB} Thlsﬁ

Grounded theory approaches provide a framework for using both multiple data sources (in this case observations and
interviews), and memo writing and reflections by the researchers, in the identificaticn of actions and processes,
leading to thecry generation {Charmaz, 2006). This study will begin through a pracess of reflection by the primary
researcher on their experiences of the actions and processes present at the unit. This process will include the writing
of memos and reflection by the primary researcher, who will also receive supervision from tha clinical supervisor fo aid
in this effort. Identified actions and processes at this stage will then be referenced in the further stage of semi-
structured interviews (a minimum of six and a maximum of ten). The interview stage will then allow for the subjective
experiences of service users currently in acute mantal health settings to draw together and both focus and differentiate
the data. Data analysis will take pface concurrently with data collection, and will influence and evolve subsequent data
collection sessions (Charmaz, 2008).

What will happen:

Date: 04/10/2016 10
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The first stage of data gathering will involve the primary researcher reflecting upan their experiences working on
placement at the unit. This process will nof use formalised measures, but rather include written memos and
reflections by the main researcher {Charmaz, 2006). No identifiable data will be recorded at this stage, but rather the
rasearcher's own impressions of the actions occurring in the unit, Written memos will be checked by the research
team during supervision to ensure no identifying information is recorded.

Following the recruitment procedures detailed later in this document, service users participating will then, if they wish,
take part in a one hour interview, followed by an unhurried debrisf.

The interview questions will evolve throughout the project as data is gathered. Its broad themes will include exploring
different time points (before, during and after admission), and different levels of connectedness {close, wider
friendship and family level, and community). Additionally, it will consider earlier observations, as well as prior
qualitative research in inpatient settings {e.g. Gilburt, Rose, & Slade, 2008). Following grounded theory procedures,
the inferview questions will develop throughout the data gathering process, reflecting the data and insights gained as
the study progresses.

A demographic questionnaire will also be provided for interview participants to comp@ﬁ%@%

Data analysfs will be conducted by the investigator as the study progresses (be ?gﬂ interview sassions) and inform

future interviews. & E -
e =
As processes emerge, a theory respondmg to the research questlons ﬂ *hg é‘enerated bresults of the analysis

A14-1.In which aspects of the research process have you acfivelfgf v ,
and/or their carers, or members of the public? k.

Design of the research
Eq Management of the research
Undertaking the research
Analysis of results
R Dissemination of findings
None of the above

3 ; s from the early planning stage onwards with members of the People Panal
regarding the core themg%of the res_’ rch project took place. All forms to be given to service user participants in the

project have been shared

a

g thegé ple Panei for feedback on their suitability. Following the analysis of results, the
findings will be formally shéa “%»mgfh the People Panel and discussed, and their thoughts and feedback will hslp to
shape future research fo]Iom?gi“’from this project, with the potential for collaboration if possible.

A17-1. Please list the principal inclusion criteria (list the most important, max 5000 characters).

1) Service Users currently engaged as inpatients at the Hergest Unit, Ysbyty Gwynedd, who have been present at the
unit for at least two weeks since their admission.

2} Potential participants will require sufficient language and comprehension skills to read and understand information
shaets {Welsh or English) and te comprehend and respond ta questions asked in English (responding in English}.

3) Potential participants must have capacity to take an informed decision to take part in the study as their own choice.
Dr Alison Firth and the team at the Hergest Unit will Isad the process of assessing capacity; this will be completed in
advance of any contact with the service user regarding the study.
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4} Participants must be aged 18 to 39. Due to different life stages predicted by models such as Erikson & Erikson
(1982}, and their potential effect upon the qualitative experience of loneliness/connectedneass, it was decided to
cencentrate on one age group at this time. It is hoped that further studies will look at different age groupings in the
future.

5) Participants will need to be able to maintain their concentration and attend to the study protocol for its complete
length. These factors will be evaluatad by Dr Alison Firth and the team at the Hergest Unit before participation, and
monitored by the frainee during participation.

A17-2. Please list the principal exclusion criteria (list the most important, max 5000 characters).

1) Presence of an observed and diagnesed disorder cof thought that may either make comprehensicn of the protocol
difficult, but also risk attributions by the service user that cause them additional distress.

2) Presence of organic conditions such as Alzheimer's, Vascular and other dementlasmat might make recalling
mermories of recent experiences difficult and result in additional distress. "

3} Potential participants may not take part if they have received Electro- Convul§t€?§‘§§§ggapy (ECT) treatment during or
immediately before their admissicn, due to the effect this might have on thelﬂﬁemo
ué

4} Presence of an episode of mania type symptems immediately befoﬁ%ﬁxdwmg their ad”?{g%g;on gue to the effect
this might hava an their memory. y "?
.: £ 24 ‘:g

t“a%s part of thelr carg will not be recruited.

5} Service users currently undergoing treatment for drug or alcdﬁ% hdra

6) If at any point during their participation in the study, a service user losegihe capacity to give informed consent to
continue, they will be withdrawn from the study. T

A18. Give details of all non-clinical |n;§§;§g§ an(s) or procetture(s) that will be recewed by participants as part of the
research protocol. These include ssfé?(mg Ctﬁ?ﬁent intervie

dre as follows:

ceived by each participant as part of the research protocol.
g outl,pely given to participants as part of their care outside the research,
W _g;x

1 2 3 4
Initial approach by Dr Alison @i’ h to introduce the idea of the 1 0 10m Dr Alison Firth, Clinical
study and whether the service user wishes to speak to the Psychologist. A quief room at the
investigator. Mental Health Unit.
Initial meeting with investigator to discuss the study, providing 1 0 15 David Qakley, Trainee Clinical
information sheets. Consent process. 45m Psychologist. Quiet room at the

Mental Health Unit.

Interview protocol 1- 0 60m David Oakley, Trainee Clinical
Psychologist. Clinic room at the
Mental Health Unit.

Debrief after interview 1 0 15- David Oakley, Trainee Clinical
45m Psychologist. Clinic room at the
Mental Health Unit.

A21, How long do you expect each participant to be in the study in total?

Participants taking part in interviews will as standard only be involved for 2 single, one-hour interview. Due to the
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methedology of grounded theory, further interviews with previous participants are possible. In that case, the same
procedure far initial recruitment would be followed, with the approach made by the care team and not the Trainee
Clinical Psychologist, and the service user would receive the same assurances regarding their freedom to not take
part if they wish. It is not anticipated that more than two interviews wouid occur for any single service user taking part.

A22. What are the potential risks and burdens for research participants and how will you minimise them?

For ali studies, describe any potential adverse effects, pain, discomfort, distress, intrusion, inconvenience or changes
fo fifestyle. Only describe risks or burdens that could ocour as a result of participation in the research. Say what steps
would be taken to minimise risks and burdens as far as possible.

The interviews will provide the opportunity for service users taking part to explore, if they wish, their recent
experiences in terms of their sense of connectedness and loneliness. As such, this exploration may raise difficult
and potentially distressing feelings.

The process of identifying potential participants will be conducted by Dr Alison Firth tog@her with the care team at the
Mental Health Unit. Any persen who they consider may find such feslings potentlallx‘&i*égfablhmng with the possibility
of negatively impacting their recovery, will not be approached to take part. Only safg;ce users who have been at the
Unit fer long enough to have moved beyand the immediate crisis that |n|t|ated;ﬁél;§;§$gimlssmn will be approached.
Where possible, participants with the potential to benefit from the opportum';;gsﬂto refle‘éii%g their sense of
connectedness will be identified. It is hoped that the interview may help §er%¢;e users ta process their inpatient
experience and aid their eventual discharge process, although we do Laﬁt‘*ﬁ’aye evidence t’é [meﬂg claim this effect at
this time. g

W|th mfo,rmatlon and the opportunity for the
investigator to answer any questions the service user hé’s It willsb g}éﬂ;ﬁéﬁ that a member of the care team known
to the service user will be available at the time of the interi g@tor the S§r‘wce user whenever requested, and this care
team member will always take time to tamﬁ%he service usér at the end of the interview, separate from the
investigator. This additional opportunﬁf’y“ sgussmn Wlll %ow reom far the service user to discuss any concerns

they have, and for the care teammégr%&;aluate ’E;Ei” & service user.

.
The safety and well being of the servig

sgﬁﬁ%ﬁﬁi@aﬁ:@mu always take precedence over any other factors of the
study. £

A23. Will intervie &QL uestlonnalres"gmgroup;hscussmns include topics that might be sensitive, embarrassing or
upsetting, or isdt p“@;%ple that crimin al or other disclosures requiring action could cccur during the study?

) Yes &3 No

If Yes, please give details of Bieadures in place o deal with these issues:

Intarviews will ask participah’rtj‘lg service users to reflect on themes such as their sense of connectedness to others,
both befere and during their inpatient stay. This interview process will consist of open, "soft” questions that give the
service User taking part the option to explore these ideas if thay wish, but without any pressure of talking about
spacific events if they do not wish to. This will be explained in full during the consant process.

Service users taking part will be clearly informed that they do not have to raspand to any question, and can cease
taking part at any point, and that this will not affect their care in any way.

The investigater will be a third year Clinical Psychology Trainee with experience talking to service users about
potentially difficult and sensitive topics, and doing so in a confidential and considerate way. Supervision will be
provided on a regular basis by Dr Alison Firth, Clinical Psycholegist at the Mental Health Unit in question.

Informatior on confidentiality will be clearly explained and observed, as detalled in the confidentiality section of this
form.

A24, What is the potential for benefit to research participants?
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Service users taking part will have an opportunity to reflect upon their recent experiences in a safe environment, in a
way that may help to promote the development of insight that may be beneficial to their recovery. Opportunity to reflect
upon the session with staff members outside of the research team that are invalved with their care, will be assured.

Informaticn regarding research into loneliness and connectedness that may be of benefit will be provided throughout
the study, and this psycho educative material may also benefit their recovery.

A28. What are the potential risks for the researchers themselves? {if any)

No additional risks are anticipated for the researchers themselves. The Trainee Clinical Psychologist will be working
on placement at the Mental Health Unit already for the duration of the study, and receivirg relavant training and support

A27-1, How will potential participants, records or samples be |dent|f1ed‘? ﬁi‘gp will ca@tpls out and what resources

will be used?For example, identification may involve a disease regrstef;,mjpufensed sea GF records, or review of
medical records. Indicate whether this will be done by the direct heabgm:are z‘eam or by reseai"@ ans acting under
arrangements with the responsible care organisation(s). 4

r’.,.,,

e team at the Hergest Unit, will identify
process will involve Dr Firth evaluating
upon the safety and well-being of any
ﬁer\nce user, Dr Firth may also
ctly involved with the care of that

Dr Alison Firth, Clinical Psychologist and permanent staff member ot
potential participants from service users currantly at the Hergest Unit.
suitability based upen the established inclusion/exclusion criteria, wh|ch
potential participant. To do this effactivaly, in addition ““‘Lgse; wn knowledge 6’3‘3
discuss potential involvement with other members of & &an

individual. E

s4re fsam who are dif
T i . &

7 wng’
Tha file kept by the service for the service user may be refe?gé%gze but enly by the care team members directly involved,
who would have access to review suchjhf ﬁﬁ’ tion in thelr“?ele delivering care. Part of the recruitment criteria will be
the clinical judgement of Dr Firth angthe car € am for a ser g.user to be comfortable in participating, and that
judgement requires knowledge ;%ggﬂgmlharlty"&mth the pote {} partlmpant Therefore, access to a file by the care
team would only be to further réview: % %ch%{%ﬁew%f lon:for a service user already identified as a potential
participant, as an additional Iayer of saf'éﬁf S

A27 2. W|II the |de|1 f’catlon of po ial particlpants involve reviewing or screening the identifiable personal
I any- Hther person?

S, service USEI’%
:‘x

,,,,,

) Yes

Piease give details below: i
Participants will only be |dent|f§d by Br Alison Firth, Clinical Psychologist and member of the care team at the Hergest
Unit. As detailed in A27-1, serwce user records may be referred to by Dr Firth in discussion with members of the care
team directly involved W|th that service user, to further assess suitability and safety to participate for an already
identified individual. This would cnly be done for service users aiready identified as possible participants, and mass
screening/identification by records first will not be carried out.

A27-4. Will researchers or individuals other than the direct care team have access to identifiable personal information
of any potential participants?

W Yes @ No

A27-5. Has prior consent been obtained or will it be obtained for access to identifiable personal information?

@ Yes No

if Yes, please give details below.
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The identifiable personal information involved in the study will be some of the qualitative data provided by the
participant, and their contact and demographic data. All of this data will be requested during contact with the
participant, and no attempts will be made to obtain access to such data from other sources.

Specific, detailed Information regarding the request and recording of identifiable personal information will be
provided before participation, allowing for the potential participant to make a decision regarding giving informed,
written consent, requirad to take part in the study.

A28. Will any participants be recruited by publicity through posters, leaflets, adverts or websites?

fYes  @iNo

A29. How and by whom will potential participants first be approached?

%" oy
potential participants to discuss

Dr Alison Firth, Clinical Psychologist working at the Hergast Unit, will first su:)r)|'c,~pg§%t1sé
r is not busy, and comfortable

potential participation. This will be done at a suitable time of day, when the se S
with being appreached. This initial approach would only be a short discussig ’to gatgeipotential interest, if interested,
Dr Firth would then arrange a time to infroduce the participant to the Chlej,,lnvestlgator 1@rm)re detailed introduction,

and for discussing ccnsent. - ;gng*“’ g fg_,,,.
_ﬁﬁs ;’::‘ %
zé‘?"' %,

iéi
A30-1. Will you obtain informed consent from or on behalf of i‘es%iﬁ%? pagiéfﬁants’-’

s Yes

If you will be obtaining consent from adult partrwpant ;ét?ea&a give defails ofﬁ%&

R ‘:m

WL ‘will take consent and how jt will be
dons, with defails of any steps to provide information (& “rﬁ%@f‘ﬁ rmation sheet, videos, or interactive matarial).
Arrangements for adults unable to consent for themselv&s shoua serbed separately in Part B Section 6, and for
children in Part B Section 7. f%« gx

If you plan to-seek informed consent fr%%; :
fully informed.

b
David Oakley, Chief Inveshgatogr i iTralnee linical Psychoggefgist, will be introduced to a potential participant, once
they have already indicated to Dr A mh%ggFlrt w{gﬂe@%%@m take part.

; “%&Qrovﬁé 'ne»ther Welsh or English as preferred by the service user. This can be
afers (if it m it then assistance from a Welsh speaking member of the care
: cked{i ’édvance)
4

A written |nformat|on shem

ian of the elements of participation in the study will then take place. This
potentlal participant have any further questions answered, and to also allow
the study information has been understood. If the potential participant wishes
for ancther member of the t%m to attend and join this discussion than this will be fagilitated, including
arranging a further mesting if!g,:_écessary.

b

If both the potential participant and the Chief Investigator are content that informad consent can be given, then it shall
then be carried out using the form agreed with the Ethics commitiee. If there are any doubts from either party, then
consent will not sought at that time. If the potential participant wishes for further time ta think and to digast the
information then this will be facilitated. If the potential participant chooses not to opt in to the study, they will be
reassured that this will not affect their care at the Hergest Unit in any way.

If the participant opts in to the study, further reminders regarding the right of participants to withdraw their consent at
any time will also be provided at intervals throughout their participation.

The capacity to consent will be evaluated throughout a person’'s participation in the study, and if it any stage there is
evidence suggesting this is no longer present, participation in the study will cease and assistance from the care
team sought immediately.

If you are not obtaining consent, please explain why not.
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A30-2. Will you record informed consent (or advice from consultees) in writing?

@Yes No

A31. How long will you allow potential participants to decide whether or not to take part?

Patential participants will be given as much time as they need at the initial meeting to ask questions and consider
whether to take part. If any potential participant does not feel able to make a decision at the initial mesting, but would
like further time to think about taking part, they will be given an additional 24 hours to think further.

We will request that potential participants do not discuss their possible involvemsnt in the study with other service

users, This is to avoid either influencing cther service users who may yet take part in the study, or making those who
have taken part feel uncomfortable, or feel under pressure to discuss their involvement.

ey
P
g understand verbal explanations or
i translatfon use of inferprefers)

The study is based in an area of Wales with a high proportion of first lan HE 3
the requirements of the Doctorate and the process of Greunded Theoc,}’pgéﬂé“data gatherer’ .'i
Psychologist, David Qaklay, who is not a Welsh speaker. Thereforeyigxhe interviews section of%
conducted in English. If, in places in the interview, the participa } they c%

rather than English, this will be possible. It will require subseqtiertizs ’
Firth, who is a Welsh speaker. This will only be feasible for short sect
and included in the informed consent stage.

J;he Trainee Clinical
study will be
0 only convey a, ﬁﬁecn‘” cideain Welsh

U,
It is hoped that if the study design proves successtul andisr ‘% the doctorate ﬁ&g&f of the project is compieted, a Welsh
speaking researcher may be able to conduct |nterV|ewsu;iW W;g;g is |s notm place at this time and does not form a
part of this current proposal. %g @{ié?

&
Due te the qualitative nature of the stud‘y_ﬁ\e@ﬁh is asking icipants to talk in detail about their thoughts, feelings and

experiences, being abie to commum@’% b@?}’if&ﬁably in Eng’&sh will be a key part of the recruitment criteria. This will

be explained clearly at the first m é%g;gmg and sFﬁ;{e potential paﬁ cibant does not feel they will be able to do so, then they
will not take part in the study.

e

A33-2. What arrangemem@‘miil oLt
information to parti m’ants in W

wcluding |nform;%on shéets and consent forms, will be available in both Welsh and English.
They will |n|t|aliy by g@fﬁ ted in Englrg@ by the Traines Clinical Psychologist David Oakley, and then translated into
Welsh using BCUHB agtc 0y Unlverswg ‘of Bangor translation services. This translation will be discussed with Dr Alison
Firth, Clinical Psychologistiat e Hgi‘gest Unit, a Welsh speaker, to double check consistency across languages.

As described in A33-1, there vyﬁf'unfortunately be limitations in the current study for participants to engage in all stages
of the study in spoken Welsh' These will be clearly explained in written Welsh on the informaticn sheets provided.

A35. What steps would you take if a participant, who has given informed consent, loses capacity to consent during the
study? Tick one option only.

&% The participant and ail identifiable data or tissue collected would be withdrawn from the study. Data or tissue which
is not identifiable to the research team may be retained.

The participant would be withdrawn from the study. Identifiable data or tissue already collected with consent would

be refainad and used in the study. No further data or tissue would be collected or any other research procedures carried
out on or in relation to the participant.

1 The participant would continue to be included in the study.

Not applicable — informed consent will not be scught from any participants in this research.

Not applicable — it is not practicakle for the research team to monitor capacity and continued capacity will be
assumed.

Date: 04/10/2016 16



NHS REC Form Reference: IRAS Version 5.4.2
16/\WA/0328

Further details:

Capacity to consent will be monitored threughout a person's participation in the study, and never assumed or taken for
granted once written consent is given. Any concerns that the Trainee Clinical Psychologist David Qakley has will cause
the current participation session to cease, and will be reported to Dr Alison Firth, Clinical Psychologist at the Hergest Unit
immediately, with the focus being on that individual's safety and well-keing rather than thair involvemant in the study. The
evaluation of whether that individual is able to continue in the study would be a decision mads by consultation between
the service user and Dr Alison Firth.

Any concerms are expected to result in withdrawing the participant from the study, as their safety and well-bsing will
always take priority. Their participation and data produced will not be withdrawr from the study, s as not ta invalidate
their contribution. However, we will in such cases seek to contact the service users in the future if they consented to be
contacted, and again present them with the option to decide on whather they wish their data to remain or be withdrawn.

If you plan to retain and make further use of identifiable datatissue following loss of capacity, you should inform
participants about this when seeking their consent initially. 5@3&&

A36. Will you be undertaking any of the following actmtles at any stage {
participants)?(Tick as appropriate)

=] Access to medical records by those outside the di%‘@t hea % ;
[ Access to social care records by those outside the d?%efff cial ca; team

edia, email ‘g)r computer networks

&;
B Manual files (|ncludes gaper or film}

Ed

54 NHS computers

7 Social Care Service computers

Home or other personal computers
B7 University camputers
Private company computers

R4 Laptop computers

Further defafls:
All participants will be allocated a unique alphanumerical identifying code. All experimental materials will only use this
code for identification and no other personal details will be racorded on materials for this purpase.

One document matehing names ta ID codes will exist and will be kept in a locked cabinet in the pass code secured
office of Dr Alison Firth, Clinical Psychologist working at the research site. This document will be kept separately from
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other materials produced by the study.
University and personal computers will only be used for the writing of the Doctoral thesis, and this will be done using

already analysed, anonymous data. No identifying information will be involved in that task. The anonymous data will be
kept on encrypted USB sticks and not transferred to computer hard drives.

A38. How will you ensure the confidentiality of personal data?Please provide a general statement of the policy and
procedures for ensuring confidentiafity, e.g. ancnymisation or pseudonymisation of data.

All participants will be allocated a unique alphanumerical identifying code. All experimental materials will only use this
code for identification and nc other personal details will be recorded on materials for this purpose.

One document matching names to ID codes will exist and will be kept in a locked cabinet in the pass code secured
office of Dr Alison Firth, Clinical Psychologist working at the research site. This document will be kept separately from
other materials produced by the study.

EE,
All personal data will be kept at the NHS site of origin and will be maintained follow;ﬁg%mstmg NHS guidelines for
information governance. Tha only possible circumstance for breaking confidentj v nder those guidelines (clear
threat of harm to self or others} will be explained during the process of obtalrum@ wr ﬁ%@fonsent to participate, and

included in the consent form. This process if occuring, would follow establisﬁad NHS‘m@@QdureS
J'm ‘?2

Ldonyms with no
Htiote is not able to be

Anaonymous data used for publication, including guotations, will be at&r’fbuted to single nameps
connection to the participant. No possible identifiers will be includ »|n any sych data, and if
anonymised, it will nof be used for publicaticn. :

A40. Who will have access to participants' personal data during the st
direct care team, please justify and say whether conse’}g" be sought.

care.

Access to personal data generated k gﬁhé@%
team, would only occur if requestenﬂxx nd form 5. Iy consented f@?%y the sarvice user themselves after the interview, if
the service user felt it would be ﬁﬁé it to tl{% 1. This would only be at the initiation of the service user, as any
suggestion from the research team mig 3h ns”.”%?obllgatlcm to do so.

The only other posmb]eﬁ%é%%% ace Lparsonat data by the direct care team would be in respense to an
|mmed|ate threat ofi?%rm to self Groihers |nd|§%ﬁ by the servica user during thair participation. This would initiate

A43. How long will personal c!ﬁfé be stored or accessed after the study has ended?
¢

£% Less than 3 months
{#3:3 — 6 months

%6 — 12 months

12 months — 3 years
¢ Over 3 years

A4G. Will research participants receive any payments, reimbursement of expenses or any other benefits or incentives
for taking part in this research?
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@ Yas £ No

If Yes, please give details. For monetary payments, indicate how much and on what basis this has been defermined
Participants being interviewed will be paid £10 as compensation for their time spent taking part in the study

A47. Wilt individual researchers receive any personal payment over and above normal salary, or any other benefits or
incentives, for taking part in this research?

% Yes £ No

Ad4B. Does the Chief Investigator or any other investigator/collaborator have any direct personal involvement (e.g.

financial, share holding, personal relationship etc.) in the organisations sponsorlng or fundlng the research that may
give rise to a possible conflict of interest?

£ Yes & No

A49-1. Will you inform the participants’ General Practitioners‘?én
for their care) that they are taking part in the study?

W Yes No

A50. Will the resear

EhYss  @iNo

Please give details, or justify .';155'?‘}01‘ registering the research.

The study is a qualitative exploration and not a clinical trial. The structure of Grounded Theory also requires constant

review and reformulation of the structurs and questions asked in interviews, and therefore, the registering of initial
mathods would not accurately reflact the study.

Regisiration of research studies is encouraged wherever possible.

You may be able ta register your study through your NHS organisation or a register run by a madical research charity,
or publish your protacol through an open access publisher. If you are aware of a suitable register or other method of

publication, please give details. If not, you may indicate that no suitable register exists. Please ensure that you have
entered registry reference number(s) in question A5-1.

A51. How do you intend to report and disseminate the results of the study?Tick as appropriate:
e Peer reviewed scientific journals
Internal report

[ Conference presentation
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7 Publication on website

7 Other publication
Submission to regulatory authorities

[F] Access to raw data and right to publish freely by all investigators in study or by Independent Steering Committee
on behalf of all investigators

No plans to report or disseminate the results

A Other (please specify)

Trainee Clinical Psychologist David Qakley will alsc preduce a Doctoral Thesis in Clinical Psychology based upon the
data from the study.

AS3. Will you inform participants of the results?

@Yes ©No

Please give details of how you will inform participants or justify if not doing s0. 4 Tk,
All service users takmg part will be given the cpportunlty to reglster to recelvg‘fﬁ dccurﬁe:éz ummary for the study, with

ndependent external review

T Review within a company

b Review within the research t?%:
. 5 £

v Review by educational sup@m

Other

Justify and descrrb%fhe revigw 3 it -g,sf%me If the review has been undertaken but not seen by the
researcher, g.'VE hasdindertaken the review:

The research prOJe developed ollaboration with Dr Mike Jackson, Research Director for the North Wales
Clinical Psychology Freg amme (NW.?’P A completed proposal docurnent including design and statistical review
procedures was than revie mdepéﬁdently of the research team, by Dr Chris Saville, Research Tutor for NWCPP,
and approved. This review ’f};}%@gé consideration of both the methodological rigour and feasibility of the proposed

“'?‘

research project. i

A59. What is the sample size for the research? How many participants/samples/data records do you plan fo study in
olal? If there is more than one group, please give further details below.

Tatal UK sample size: 10
Tetal international sample size (including UK): 10
Total in European Economic Area: 10
Further details:

The proposed qualitative methodology of Grounded Theory (following the guidelines of Charmaz, 2006) does not
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propose a set sample size to be recruited, rather that data gathering shouid continue until a theory is generated for the
area of study.

This approach will initially be followed. However, due to the scheduling requirements of the Ciinical Psychology
Docterate programme, a maxmimum of ten participants will be recruited initially and their data will form the basis of
the docteral thesis produced. After the docioral thesis has been produced, recruitment will then continue if neaded to
aid theory generation, throughout the remaining period of the study.

ABD. How was the sample size decided upon? If a formal sample size calculation was used, indicate haw this was done,
giving sufficient information to justify and reproduce the calculation.

Following the well established guidelines of Kathy Charmaz (2006) for Grounded Theory projects, no sat sample size
is calculated, rather data is gathered until theory generation is possible.

As detailed in section A58, a limit on inferview recruitment to ten has been sat for the generation of a doctoral thesis,
and this figure was a feasibility decision based on input from an experienced doctor jfﬁkia5|s supervisor. Following
Grounded Theory guidelines, if theory gensration is possible with fewer than ten pad cupants then recruitment will end
at that point.

Piind

If further recruitment is required to further develop theory following the subrmgs

3 jon oﬁ%‘f‘%@cmral thesis, this will accur
within the rest of the proposed study period (up until October 2017). é}%a»?& A

A62. Please describe the methods of analysis (statistical or oJ;H ropr@%methods, e.ggfrfor qualitative research) by
which the data will be evaluated to meet the study objectives. g

The gualitative analysis will follow guidelines established for grounded the
categarisation and coding of data. It is expected that qﬁ i

does te understand their own experiences. This will requ aHRE
in a thematic analysis). Criticisms of qualitative research ?Eﬁstkg'é@t it fails fo"develop interpretation at a sophisticated level
{see Hefferon & Gil-Redriguez, 2011) wiﬁ%;consmered wh&n ana]ysmg the data.

‘a

r -
A63. Other key investg
members of the Chief Ir iwstigator's t%;m mcludmg non-doctoral student researchers

Titte Forename/Initials Surname

Post
Qualifications
Employer
Work Address

Post Code
Telephone
Fax

Mokile
Work Email
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A84-1. Sponsor

Lead Sponsor

Status:  gm NHS or HSC care organisation Commercial status:  Non-
@ Academic Commercial
&5 Pharmaceutical industry
£ Medical device industry
Local Authority

Other sccial care provider (including voluntary sector or private
organisation)
5 Other

if Other, please specify:

Contact person

Name of organisation Bangor University

Given name Hefin

Family name Francis

Address Scheol of Psychalag
Town/city Adeilad Br ;%éﬁ%ég
Post code LL57 ZP@:%
Country

Telephone

Fax

E-mail

Is the sponsor based Rgrqt%cgf the L,l
& Yes s No ***»‘M W;g &

Under the Research Govem‘gnce Framework for Health and Social Care, a sponsor cutside the UK must appoint a
legal representative established in the UK. Please consult the guidance nofes.

A65. Has externa! funding for the research been secured?

7 Funding secured from one or more funders

7 External funding application to aone or more funders in progress

[ No applicaticn for external funding will be made

What type cf research project is this?
% Standalone project
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&% Project that is part of a programme grant

Project that is part of a Centre grant

Project that is part of a fellowship/ personal award/ research training award
{1 Other

Other — please state:

AB7. Has this or a similar application been previously rejected by a Research Ethics Committee in the UK or another
country?

i Yes No

A88-1. Give details of the lead NHS R&D contact for this research:

d;es@‘;ﬁg

Title Forename/lnitials Surname

Dr  Nefyn Williams
Organisation Betsi Cadwaladr University Health Board
Address Clinical Academic Office

Ysbyty Gwynedd

Bangor, Gwynedd
Post Code LLS7 2PW
Work Email nefyn. thams@Qaﬁ@@in
Talephone 0124838487%1t i )

Fax gefgg&: e

Mobile
oElliEy

Details can be obtarn@ from the'

Planned end date; 02‘110"20§
Total duration; ¢

Years: 1 Months: 1 Days: 2

AT1-2. Where will the research take place? (Tick as appropriate)

England
Scotland

"4 Wales

Northern Ireland

| Other countries in European Economic Area

Total UK sites in study

Does this trial involve countries outside the EU?
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{5 Yes % No

AT2. Which organisations in the UK will host the research?Please indicate the type of organisation by ticking the box and
give approximate numbers if known:

=F] NHS organisations in England

B NHS crganisations in Wales 1
NHS organisations in Scotland

HSC organisations in Northern Ireland

GP practices in England

GP practices in Wales

=7 GP practices in Scotland

GP practices in Northern Ireland

Jaint health and sacial care agencies (eg
community mental health teams)
= Local authorities

Phase 1 trial units
Prison establishments
Probation areas

Independent {private or voluntary sector)
organisations
7 Educational establishments

Independent research units
Other (give details)

Total UK sites in study:

A76-1. What arrangements wil nﬁ?g&hade for insurance and/or indemnity to meet the potential legal liability of the
sponsor{s} for harm to participants arising from the management of the research? Piease fick box(es) as applicable.

Mote: Where a NHS organisation has agreed to act as sponsor or co-sponsor, indemnity is provided through NHS schemes.
Indicate if this applies (there is no need to provide documentary evidence). For all other sponsors, please describe the
arrangements and provide evidence.

NHS indemnity scheme will apply (NHS sponsors only)

[t Othar insurance or indemnity arrangements will apply (give details below)

Bangor University indemnity schema will apply

A76-2. What arrangements will be made for insurance and/ or indemnity to meet the potential legal lability of the
sponsot(s) or employer(s) for harm to participants arising from the design of the research? Plzase tick box(es) as
applicable.
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Note: Where researchers with substantive NHS employment contracts have designed the research, indemnity Is provided
through NHS schemes. Indicate If this applies (there is no need to provide documentary evidence). For other protacol
authors (e.g. company employees, university members), please describe the arrangements and provide evidence.

[ NHS indemnity scheme will apply (protocol authors with NHS contracts only)

Other insurance er indemnity arrangements will apply (give details below)

A76-3. What arrangements will be made for insurance and/ or indemnity to meet the potential legal liability of
investigators/collaborators arising from harm to participants in the conduct of the research?

Note. Where the participants are NHS patients, indemnity is provided through the NHSggét;emes or through professional
indemnity. Indicate if this applies to the whole study (there is no need to provide docwnenta’?y evidence). Where non-NHS
sites are to be included in the research, including private practices, please descr e arrangements which will be made at
these sites and provide evidence. \é{%

. 7] Research includes non-NHS sites (give details of insurance/ mq‘;émmmty arrangements f’c@%ﬁ;@%e sites below}
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Please enter details of the host organisations (Local Authority, NHS or other) in the UK that will be responsible for the
research sites. For NHS sites, the host organisation is the Trust or Health Board. Where the research site is a primary care
site, e.g. GP practice, please insert the host organisation (PCT or Health Board) in the Institution row and insert the research
sife (e.g. GP praciice) in the Department row.

Research site Investigator/ Collaborator/ Contact
institution name  Betsi Cadwaladr University Health Beard Title g&w” Dr
Departmeant name Heargest Unit, Ysbyty Gwynedd Fir;;s;!‘.“rﬁ’ams} Alison

Street address  Penrhosgarnedd ﬁf’! "g,&lé

Town/city Bangor Firth

Post Code LL5T7 2PW
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D1. Declaration by Chief Investigator

1. The information in this form is accurate to the best of my knowledge and belief and | take full responsibility for
it

2. | undertake to abide by the ethical principles underlying the Declaration of Helsinki and good practice
guidelines on the proper conduct of research.

3. Ifthe research is approved | undertake to adhere to the study protocel, the terms of the full application as
approved and any conditicns set out by review bodies in giving approval.

4. lundertake to notify review bodies of substantial amendments {o the protocol og;,@tle terms of the approved
application, and to seek a favourable opinicn from the main REC before implématiting the amendment.

s,
5. | undertake to submit annual progress reports setting out the progress :ﬁ’:ff%“gé search, as required by review
bodies. “ﬁéa B
1L %

8. | am aware of my responsibility to be up to date and comply wl;_j;?%ﬁ%&éauirementéx gé;%g law and relevant
guidelines relating to security and confidentiality of patient %g@ther pgrsonal data, incl i the need to register
when necessary with the appropriate Data Protection Ofﬁ;?;iéi:%:fi unders?tagd that | am ngtpermitted to disclose

identifiable data to third parties unless the disclosure ha ﬁ‘m 58 ‘Ofthe data subj“ect or, in the case of
fh&terms of an approval under Section 251 of

patient data in England and Wales, the disclosure is covered
the NHS Act 2008.
£

e

view bodies for audit purposes if

Wi
7. lunderstand that research records/data may b(%“ ject to inspectian
required. L%é’:ﬁf ‘

8. | understand that any personat data in this applicaﬁ%pﬁ@‘ﬁill be héi ‘by review bodies and their operational
managers and that this will be ma d according %‘:‘@ the princfples established in the Data Protection Act

o

1 998 i i %}
9. lunderstand that the infgi‘f‘,gf%'@\n congmeghin this agf Ication, any supporting documentation and ail
correspondence with review bitlies srtheir ;g%jﬁézhal managers relating to the application;

e

& Will be haRBYAREREC (whek

R&D;-{,g"f‘f'ices (wher

& isclosed to theeperational managers of review badies, or the appointing authority for the REC
icable), in %gﬁer to check that the application has been processed correctly or to investigate
At 4

& | augi%ors appointed ta undertake accreditation of RECs (where applicable).

#the provisions of the Freedom of Information Acts and may be disclosad in response
to requests madle under the Acts except where statutory exemptions apply.
# May be sent by email to REC members.

10. I understand that information relating to this research, including the contact details on this application, may be
held on national research information systems, and that this will be managed according to the principles
established in the Data Protection Act 1998,

11. Where the research is reviewsd by a REC within the UK Health Departments Research Ethics Service, |
understand that the summary of this study will be published on the website of the National Research Ethics
Service {(NRES), together with the contact point for enquiries named below. Publication will take place no earlier
than 3 months after issue of the ethics committee's final opinion or the withdrawal of the application.

Contact point for publication(Not applicable for R&D Forms)

NRES would like to include a contact point with the published summary of the study for those wishing fo seek further
information. We would be grateful if you would indicate one of the contact points bslow.

=% Chief investigator
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Spensor

%% Study co-ordinator

% Student

£ Other - please give details
151 None

Access to application for training purposes (Nof applicable for R&D Forms)
Optional - please tick as appropriate:

[EF] | would be cantent for members of other RECs to have access to the infarmation in the application in confidence

for training purposes. All persenal identifiers and referencas o sponscrs, funders and research units would be
removed.

Job Tifle/Post: Trainee Clinical Psychclogist
Organisation: BCUHB
Email: pspde6@bangor.ac.uk
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D2. Declaration by the sponsor’'s representative

If there is morg than one sponsor, this declaration should be signed on behalf of the co-sponsors by a representative
of the lead sponsor named at A64-1.

| confirm that:

1. This research proposal has been discussed with the Chief Investigator and agreement in principle to
sponsor the research is in place.

2. An appropriate process of scientific critique has demonstrated that this research proposal is worthwhile and
of high scientific quality.

3. Any necessary indemnity or insurance arrangements, as described in question A78, will be in place before
this research starts. Insurance or indemnity policies will be renewed for the duration of the study where
necessary. @ﬁgﬁﬁa

4. Arrangements will be in place before the study starts for the research tg@

. 8C0ess resources and support
to deliver the research as proposed. i

8. Arrangements to allocate responsibilities for the management,;ﬁbf%”mjoring and repof i
be in place befare the research starts. y
6. The duties of sponsors set out in the Research Goverrzféf
undertaken in relation to this research.

Please note: The declarations below do not f%rm part of the appli
considered by the Research Ethics Committeg:
o

&

7. Where the research is reviewed by a REC wﬂhn%@we UI§§¥ ‘Bepariments Research Ethics Service, |
understand that the summary of this study will be'%,p % ”%ed on;&fe website of the Naticnal Research Ethics
Service (NRES), together with t!le_§gntact point for’ig guiries named in this application. Publication will take
place no earlier than 3 monthsiiafte; ‘ue of the ethigs committee’s final opinion or the withdrawal of the

‘ﬁ-:;iﬁ

application.

5 ;%zp%’ Committees {RECs) | declare that any and all clinical

th Septe et 2013 (as defined on IRAS categories as clinical trials of
aga%edicmes and devices or other clinicaf trials) have been registered on a
o ‘34;1 compiﬁﬁ?}ge“wnh the HRA registration requirements for the UK, or that any

; applxesé"

deferral gr

Job Title/Post: School Manager for Psychology
Organisation; Bangor University
Email: h.francis@bangor.ac.uk
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D3. Declaration for student projects by academic supervisor(s)

1. 1 have read and approved both the research proposal and this application. | am satisfied that the scientific content
of the research is satisfactory for an educational qualification at this level.

2. l undertake to fulfil the respensibilities of the supervisor for this study as set out in the Research Governance
Framework for Health and Social Care.

3. 1 take responsibility for ensuring that this study is conducted in accordance with the ethical principles underlying
the Declaration of Helsinki and good practice guidelines on the proper conduct of research, in conjunction with
clinical supervisors as appropriate.

4. [ take responsibility for ensuring that the applicant is up to date and complies with the requirements of the law and
relevant guidelines relating to security and confidentiality of patient and other personal@ata in conjunction with
clinical supervisors as appropriate. ‘*""” 5

Academic supervisor1

Job Title/Post: Clinical Psychologist
Organisation: BCUHB
Email; alison. firth@wales.nhs.uk -

o

Academic supervisor 2

Job Title/Post:
Organisation:

Email;
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IRAS Version 5.4.2

Notice of Amendment

The integrated dataset required for your project will be created from the answers you give to the following questions. The
system will generate only those guestions and sections which (a} apply to your study type and {b) are required by the
bodies reviewing your study. Please ensure you answer all the questicns before proceeding with your applications.

Please complete the questions in order. if you change the response to a question, please select ‘Save’ and review all the
questions as your change may have affected subsequent questions.

Please enter a shert title for this project (maximum 70 characters)
Loneliness and Connectien in Acute Adult Mental Health Inpatient Care

1. Is your project research?

@ Yes £ No

2. Select one category from the list below:

Clinical trial of an investigational medicinal product

Clinical investigation or other study of a medical device :
o, v
St nd an |nvest|ga'%’m %E"medmal device

£ Combined trial of an investigational medicinal pr wg;

& Other clinical trial to study a novel intervention or ra%@pom?s%w"
ki

% Basic science study involving procedures with huma%qu&’ﬁ"c:lpants )

€& Study administering questlonnalres}?fm% tews for quantg{atwa analysis, or using mixed quantitative/qualitative
& i #

methodology

if?"
gLal‘to compare interventions in clinical practice

only)
% Study limited

,ws
it

If your work does not fit any } 1 ese categories, select the option below:

Gther study

2a. Please answer the following question(s):
a) Does the study involve the use of any ionising radiation? 1 Yes % No

k) Will you be taking new human tissue samples {or other human biological samples)?  @iYes  @iNo

c) Will you be using existing human tissue samples (or other human biclogical samples)? #iYes @ No

3. In which countries of the UK will the research sites be located?(Tick afl that apply)

Scotland
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[@Wales
Northern Ireland

3a. In which country of the UK will the lead NHS R&D office be located:
England
Scotland
W Wales
% Northern Ireland

This study does not involve the NHS

4. Which applications do you require?

5 »«IRAS Form'. If your project is led
from Northem Ireland, Scotland or Wales select 'NHS/HSC Research and Dg;ge!opm Qi‘ﬁces' ahdsor relevant
Research Ethics Committee applications, as appropriate. =

7] IRAS Form

NHS/HSC Research and Development offices
Social Care Ressarch Ethics Committee
Research Ethics Committee

Confidentiality Advisory Group (CAG)

National Offender Managemant Service (NOMS) (

For NHS/HSC R&D Offfces i Northern Ire!and S‘cotlan 'a i CFmust create NHS/HSC Srte S,DECIffC’ -
i :de fom‘?s, and transfer them to. the PIs or Ioca.’ '

MmiYes {BN Y

L

6. Do you plan to includ

&% Yos No

7. Do you plan at any stage of the project to undertake intrusive research involving adults lacking capacity to consent
for themselves?

i No

8. Do you plan to include any participants who are priscners or young offenders in the custody of HM Prison Service or
who are offenders supervised by the probation service in England or Wales?

£5Yes @ No
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9. Is the study or any part of it being undertaken as an educational project?

i Yes

Please describe briefly the involvement of the student(s):

The lead investigator is a Trainee Clinical Psychologist, and the project will form the basis for their thesis, to be
submitted for the Clinical Psychology Doctorate (DClinPsy).

9a. [s the project being undertaken in part fulfilment of a PhD or other doctorate?

@ Yes £ No

10. Will this research be financially supported by the United States Departme
its divisions, agencies or programs?

GrYes @ No

11. Will identifiable patient data be accessed outside the careté
{including identification of potential participants)?

{aYes  f@No
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Details of Chief Investigator:

Title Forename/lnitials Surname
Mr  David A Oakley

Work Address North Wales Clinical Psychology Programme
School of Psycholegy. Banger University
Bangor, Gwynedd

PostCode LL57 2DG

Email pspdeS@bangor.ac.uk
Telephona 07801553279

Fax

For guidance on this section of the form refer to the guidance

e
Exploring and’Und i ‘g‘ﬁiﬁ’bneliness and Connectedness

Full title of study: amongst Service User %@qﬁuts Adult Mental Health inpatient Care: A
quahtatwe study using "i%

e

%ded Theory

Lead sponsor:

Name of REC:

REC reference number:

Referance Number

Name of lead R&D office: Betsi Cadwaladr University Health Board

Date study commenced: 16th December 2016

Protocol reference (if applicable), current

. Updated to Version 2, 25/1/2017
version and date:

Amendment number and date: Amendment 1.0, Date 27/1/2017

Type of amendment

(a) Amendment to information previously given in IRAS
{5 Yes & No

if ves, please refer fo relevant sections of IRAS in the “summary of changes” below.

4
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(b} Amendment to the protocol
@ Yes No
If yes, please submit githier the ravised protocol with a new version number and date, highlighting changes in
bold, or a document fisting the changes and giving both the previous and revised fext.
New Protocol version 2 (25/1/2017) now uploaded to IRAS.

Only ene change:

Participant age range in the inclusion criterfa has had the upper limit {(was 3@ years of age) removed. Since
recruitment started, it became apparent that a majority of service users at our recruitment site were over 39 years
of age. Therefore, to both aid recruitment, but also to keep the sampie representative of the inpatient popufation at
the site, we are proposing to remove the upper age limit,

All other criteria that exist to protect service users remain the same, and these cm %’glready include reference to
the presence of cognitive/biological factors such as dementia.

(c) Amendment to the information sheet(s) and consent form(s) for pamctpa‘%s or to‘é%% ther supporting
documentation for the study =N %

Yes @i No ”

If yes, please submit all revised documents with new versfgg;éﬁ

i Yes i No

Summary of changes

Briefly summarise the main cha
significance for the study. #
If this is & modified amendment plegse:
ethics commitfes,
If the amendment s;g[ esea ahwgewgn or methodology, or could otherwise affect the scientific value
of the study, suppotf” ng sc;ent.'f:c é*u.’d be given (or enclosed separately). Indicate whether or not

Only one change:

Participant age range in fﬁ% .clusmi:r criteria has had the upper imit (was 39 years of age) removed. Since
recruitment started, it beca g%gparent that a majority of service users at our recruitment site wers over 39 years of

age. Therefere, to both aid regrmtment but also to keep the sample representative of the inpatient population at the
site, we are proposing to remove the upper age limit.

All other criteria that exist to protect service users will remain the same, and these criteria already include reference to
the presence of cognitive/biclogical factors such as dementia.

Any other relevant information

Applicants may indicate any specific issues relating to the amendment, on which the opinion of a reviewing body is
sought.

List of enclosed documents

Document Version Date

Study Protocol 2 25/01/2017
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Declaration by Chief Investigator

1. 1 confirm that the information in this form is accurate fo the best of my knowledge and | take full responsibility
for it.
2. I consider that it would be reasonable for the proposed amendment to be implemented.

This section was signed electronically by Mr David Oakley on 27/01/2017 13:51.

Job Title/Post: Trainze Clinical Psychologist
Organisation: BCUHB
Email: pspdeb@bangor.ac.uk

Declaration by the sponsor's representative

[ confirm the sponsor's support for this substantial amendment_( .

it

Job Title/Post:

Organisation: Bangor University

Email: h.francis@bangor.ac.uk




Appendix 1.2 Study Protocol

Exploring and Understanding Loneliness and Connectedness amongst Service Users in

Acute Adult Mental Health Inpatient Care: A Qualitative Study using Grounded Theory.

Chief Investigator: David Oakley (Trainee Clinical Psychologist)
Academic Supervisor: Dr Mike Jackson (Consultant Clinical Psychologist)

Clinical Supervisor: Dr Alison Firth (Clinical Psychologist at Hergest Unit, Ysbyty Gwynedd)

IRAS ID: 211238.

University of Bangor, BCUHRB



IRAS ID: 211238. Study Protocol Version 1. 03/10/2016 2

Exploring and Understanding Loneliness and Connectedness amongst Service Users in

Acute Adult Mental Health Inpatient Care: A Qualitative Study using Grounded Theory.

IRAS ID: 211238. Study Protocol Version 2. 25/1/281

1. Project Title
Exploring and Understanding Loneliness and Connectedness amongst Service Users in

Acute Adult Mental Health Inpatient Care: A Qualitative Study using Grounded Theory.

2. Supervision
2.1 Academic/Research Supervisor: Dr Mike Jackson,
The academic/research supervisor has agreed to support the project in regards to the
following areas:
1) Developing the research idea, design, method and protocol of the study.
2) Supporting the trainee in successfully navigating all require ethical and school
approval procedures for the study to take place.
3) Monitoring and supporting overall trainee progress and in fulfilling NWCPP
requirements.
4) Swupporting the trainee in analysing data and producing written reports resulting from
the study.
2.2 Clinical/Site Supervisor: Dr Alison Firth
The clinical/site supervisor has agreed to support the project in regards to the following

arcas:
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1) Supporting the trainee in liaising with the relevant clinical service, different
healthcare professionals that work within that service, and any other affiliated bodies.

2) To provide clinical supervision at the research site to support interactions between the
trainee and both staff and service users.

3) To provide oversight in assessing capacity of service users to take part in the study, as
well as provide an initial introduction of the study and the trainee to potential study
recruits.

4) To support the trainee in assessing and dealing with any unforeseen circumstance that
occurs at the research site.

5) To support the trainee in seeking the required NHS Fthics and R&D approval in

areas relevant to the clinical service.

3. Background

A 2015 summary (Cacioppo et al., 2015) highlighted a wide variety of potential impacts
of loneliness and reduced social connection on both mental and physical health. Of particular
note, they highlighted a recent meta-analysis that found an overall weighted increase in mortality
(amongst the general population) for social isolation (29% increase), loneliness (26% increase)
and living alone (32% increase) (Holt-Lunstad, Smith, Baker, Harris, & Stephenson, 2015). The
likelihood of these possible experiences occurring amongst service users engaging with Adult
Mental Health services, particularly in acute, inpatient settings would appear high, and worthy of
further study. Existing research into the experience of becoming an inpatient in acute adult
mental health seftings has stressed the importance of relationships as the critical factor in

determining the nature of those experiences (Gilbutt, Rose, & Slade, 2008: Wyder, Bland, &
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Crompton, 2013). Therefore, the role of loneliness and connectien in shaping those relationships
would also appear consistent with the current research picture for inpatient experiences.

The concept of loneliness as a studied psychological construct was mostly absent in the
fist half of the 20" century, only appearing in a notable form amongst the writings of
psychiatrist Frieda Fromm-Reichmann in 1959. Since that work, loneliness as a concept,
considered at one point as a feature of depression (Young, 1982), has come to be seen as a
distinct psychological construct (Cacioppo, Hughes, Waite, Hawkley, & Thisted, 2006; Heinrich
& Gullone, 2006; Cacioppo, Hawkley, & Thisted, 2010). The current working definition used
within this field of research conceptualises loneliness as the discrepancy between the preferred
and actual social relations of an individual (Peplau & Perlman, 1982). That discrepancy may
potentially lead to the individual feeling alone, distressed and isolated, even when amongst other
people (Cacioppo Fowler, & Christakis, 2009; Cacioppo & Cacioppo, 2013; Weiss, 1973). This
focus on the discrepancy between the wished for and the realised in social relations, separates
loneliness from the idea of solitude, a possibly positive state of being alone (Tillich, 1959; Storr,
1998).

The existing studies of loneliness and connectedness described so far have focused upon
the general population. This is understandable, as studies looking to define and differentiate
loneliness as a distinet construct benefit from being able to generalise those ideas to the general
population. However, the importance of loneliness and connectedness as clinical features to be
studied, understood and included in formulations has also been mentioned {Cacioppo et al.
2015), yet research into clinical populations has yet to materialise in significant numbers.
Therefore, to further inform and guide attempts to bridge studying loneliness from general to

clinical populations, research into social networks and systemic factors has also been considered.
H +

H i
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A 2009 study (Cacioppo Fowler, & Christakis, 2009) that explored the data from the
longitudinal Framingham studies of coronary heart disease (particularly the Framingham
offspring study, Kannel, Feinleib, McNamara, Garrison, & Castelli, 1979), investigated how
loneliness might arise in social networks. Their findings suggested that loneliness tended to
oceur in social clusters and that it would be disproportionately represented amongst those at the
periphery of social groups. The authors of the study went further to put forth an interpretation of
their data that might have wide-ranging implications for mental health care: that loneliness might
spread through social networks as a contagious process. Considering these findings in the context
of how people experience the path leading to an inpatient admission and what follows
afterwards, might provide an opportunity to improve our systemic understanding of acute mental
health difficulties. The potential for people to have been relatively isolated at the edges of their
social groups, and then suddenly move to a different environment, with a different social group
with the potential to affect their mental health both positively or negatively, appears important to
explore. A further feature of the Framingham study (Cacioppo Fowler, & Christakis, 2009) was
to note how connections up to three degrees of separation might also be influencing loneliness,
even from people with whom we do not have direct contact. Therefore, it is possible that many
possible sources of influence change in a person’s lifc when they become an inpatient, many of
which may not be easily noticed. Understanding how these factors are experienced and how they
might affect loneliness and connection, may help inform both our conception of how people
come to require acute care, and how the structure of acute carc may help or harm recovery.
Whilst the research identifying these possibilities exists on a systemic, networked level, this
study will attempt to ground our understanding in what these actual processes are, and it will do

so by exploring the points of view of the individuals experiencing them.
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If an individual’s sense of connectedness and loneliness played an important role leading
to their admission, then a sudden and severe change in environment may have a strong effect on
those factors. It is unclear in which directions these effects may work, with the potential for
experiences that may either increase or decrease connectedness occurring in such an inpatient
unit. Additionally, following the definitions provided above, different individuals might react to
the same experiences differently. None of these interactions has been studied to date amongst an
adult inpatient mental health unit population. A Welsh Government audit of residents in
“Hospital and units for people with a mental illness in Wales” covering 2014-2015, reported
1,441 total patients present at the time of the audit, 661 of whom (46%) had been resident for
three months or longer. With these figures in mind, any development of our understanding of the
systemic factors of loneliness and connection that may illuminate the impact of that residency,
and offer guidance to increase positive long-term outcomes would appear to be of value.

Studying a clinical population ethically also requires a constant link to the possibility of
meaningful interventions based on any data gathered. Some research into interventions for
loneliness in community settings has taken place and a review of this research (Masi, Chen,
Hawkley, & Cacioppo, 2011) highlighted some key findings. Specifically, a far larger effect size
for interventions working with social cognitions was found (mean effect size =-.598), compared
to interventions that enhanced social support (mean effect size = -.162), social skills (mean effect
size = .017) and increasing opportunities for social interactions (mean effect size = -.062). These
findings suggest that increasing access to social opportunities alone may not result in
improvement for lonely, disconnected people. It is fair to hypothesise therefore, that not only will
a person’s social connection and network play a role in their experience of loneliness, but also

their appraisals of others, and all the factors that might affect the accuracy of those appraisals. To
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understand the role of loneliness in acute mental health difficulties requires an exploration of the
subjective experiences of service users in addition to growing a systemic understanding, and this
has influenced and guided the direction and methodology of this proposed study, to focus on
subjective experience.

To begin the process of research into loneliness and connectedness amongst clinical
populations, this study will begin by exploring the qualitative experiences of service users
admitted to an Adult Mental Health (AMH) Inpatient unit. Their experiences of connectedness
and loneliness before admission, during the admission process itself and then their time spent on
the unit will be investigated following a grounded theory structure (based upon Charmaz, 2006).
It is planned for data to be gathered through both observations and interviews with service users,
with an appreciation for how different service users may construct their sense of loneliness and
connection. The goal of this research effort will be to develop a preliminary theory to support
future research into the role of loneliness and connectedness in mental health, and to support

clinical practice and service provision in acute inpatient settings in the future.

4. Research Questions

Question 1: How do service users of acute AMH inpatient care construct their sense

of loneliness and connectedness, and how has this changed since becoming an inpatient?

Question 2: How might the experiences of loneliness and connectedness amongst

participants affect their mental health?
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Question 3: What actions and processes may be present in the acute AMH inpatient
settings that could explain the changes in loneliness and connectedness that are observed by

participants?

4 Participant Recruitment

Dr Alison Firth, Clinical Psychologist and permanent staff member of the care team at the
Hergest Unit, will identify potential participants from service users currently at the Hergest Unit.
This process will involve Dr Firth evaluating suitability based upon the established
inclusion/exclusion criteria, which focus upon the safety and well-being of any potential
participant. To do this effectively, in addition to her own knowledge of the service user, Dr Firth
may also discuss potential involvement with other members of the care team who are directly

involved with the care of that individual.

Only Dr Alison Firth, Clinical Psychologist working at the Hergest Unit, will make the
first approach to potential participants to discuss participation. This will be done at a suitable
time of day, when the service user is not busy, and comfortable with being approached. This
initial approach would only be a short discussion to gauge potential interest, if intgrested, Dr
Firth would then arrange a time to introduce the participant to the Chief Investigator for a more

detailed introduction, and for discussing consent.

6.1 Inclusion Criteria
1) Service Users currently engaged as inpatients at the Hergest Unit, Ysbyty Gwynedd, who

have been present at the unit for at least two weeks since their admission.
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2)

3)

4)

5)

1)

Potential participants will require sufficient language and comprehension skills to read
and understand information sheets (Welsh or English) and to comprehend and respond to
questions asked in English (responding in English).

Potential participants must have capacity to take an informed decision to take part in the
study as their own choice. Dr Alison Firth and the team at the Hergest Unit will lead the
process of assessing capacity; this will be completed in advance of any contact with the
service user regarding the study.

Participants must be aged 18 and above. Whilst initially it was proposed for
recruitment to concentrate upon the 18-39 age group, the proportion of service users
present over the age of 39 was significant. Recraiting older adults is therefore more
representative of the inpatient population, and will allow a greater number of people
to take part.

Participants will need to be able to maintain their concentration and attend to the study
protocol for its complete length. These factors will be evaluated by Dr Alison Firth and
the team at the Hergest Unit before participation, and monitored by the traince during

participation.

4.1 Exclusion Criteria
Presence of an observed and diagnosed disorder of thought that may either make
comprehension of the protocol difficult, but also risk attributions by the service user that

cause them additional distress.
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2)

3)

4

5)

6)

Presence of organic conditions such as Alzheimer’s, Vascular and other dementias that
might make recalling memories of recent experiences difficult and result in additional
distress.

Potential participants may not take part if they have received Electro-Convulsive Therapy
(ECT) treatment during or immediately before their admission, due to the effect this
might have on their memory.

Presence of an episode of mania type symptoms immediately before or during their
admission, due to the effect this might have on their memory.

Service users currently undergoing treatment for drug or alcohol withdrawal as part of
their care will not be recruited.

If at any point during their participation in the study, a service user loses the capacity to

give informed consent to continue, they will be withdrawn from the study.

All participants will retain the right to cease their participation in the study at any stage,

and have any information they have provided removed and disposed of following established

guidelines. It is proposed at this time that a Tesco Voucher worth £10 is given to all participants

for their time engaging in qualitative stage of the study.

5 Design and Procedures

This study will follow a grounded theory approach that also considers how people perceive

themselves and the world around them (Charmaz 2006). This approach includes an appreciation

for what the researcher may bring themselves to the interpretation of the qualitative data that is

gathered. In this case, the primary researcher is a clinician who has previously been a service
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user in acute AMH inpatient settings, and has personal experience of the actions and processes
being studied. Whilst this might be seen as a source of bias in more traditional research, in
grounded theory, the insights of the researcher are made clear and accounted for in the data. In
more traditional research, the bias of the researcher may be present but unidentified. It has also
been suggested that “insider” researchers may be a strength in qualitative studies where their roie
is integrated into research design (particularly in service user led research} (Gilburt, Rose &

Slade, 2008).

Grounded theory approaches provide a framework for using both multiple data sources (in
this case observations and interviews), and memo writing and reflections by the researchers, in
the identification of actions and processes, leading to theory generation {Charmaz, 2006). This
study will begin through a process of reflection by the primary researcher on their experiences of
the actions and processes present at the unit. This process will include the writing of memos and
reflection by the primary rescarcher, who will also receive supervision from the clinical
supervisor to aid in this effort. Identified actions and processes at this stage will then be
referenced in the further stage of semi-structured interviews (a minimum of six and a maximum
of ten). The interview stage will then allow for the subjective experiences of service users
currently in acute mental health settings to draw together and both focus and differentiate the
data. Data analysis will take place concurrently with data collection, and will influence and

evolve subsequent data collection sessions (Charmaz, 2006).
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6 Measures

The first stage of data gathering will involve the primary researcher reflecting upon their
experiences working on placement at the unit. This process will not use formalised measures, but
rather include written memos and reflections by the main researcher (Charmaz, 2006). No
identifiable data will be recorded at this stage, but rather the researcher's own impressions of the
actions occurring in the unit. Written memos will be checked by the research team during

supervision to ensure no identifying information is recorded.

Following the recruitment procedures detailed earlier in this document, service users
participating will then, if they wish, take part in a one-hour interview, followed by an unhurried

debrief.

The interview questions wiil evolve throughout the project as data is gathered. Its broad
themes will include exploring different time points (before, during and after admission), and
different levels of connectedness (close, wider friendship and family level, and community).
Additionally, it will consider earlier observations, as well as prior qualitative research in
inpatient settings (e.g. Gilburt, Rose, & Slade, 2008). Following grounded theory procedures, the
interview questions will develop throughout the data gathering process, reflecting the data and

insights gained as the study progresses.

A demographic questionnaire will also be provided for interview participants to complete.
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Data analysis will be conducted by the investigator as the study progresses (between

interview sessions) and inform future interviews.

As processes emerge, a theory responding to the research questions will be generated.
Full results of the analysis will be available for all participating service users, and availability to

answer and discuss these findings offered.

7 Data Management and Analysis

Data will be stored following University and NHS guidelines. All identifiers will be kept
securely at the Hergest Unit. Anonymised data will be analysed following University guidelines
for storage. Qualitative data will be processed and analysed using standard procedures for the

qualitative methodology and using word processing packages.

9.1 Sample Sizes

The- sa:mple size for the étudy will follow established guidelines for grounded theory
according to Charmaz (2006). In grounded theory the sample size is driven by the data itself and
an exact figure cannot be given at this time. Due to the time constraints of the LSRP, a maximum

of ten participants for this stage of the study will be recruited for the empirical paper.

9.2 Data Analysis
The qualitative analysis will follow guidelines established for grounded theory (Charmaz
2006), including the categorisation and coding of data. It is expected that quite different

conceptualisations of loneliness and connectedness may present, based upon other factors such
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as the relative internalising or externalising the individual does to understand their own
experiences. This will require careful interpretation beyond identifying themes (such as in a
thematic analysis). Criticisms of qualitative research in that it fails to develop interpretation at a
sophisticated level (see Hefferon & Gil-Rodriguez, 2011) will be considered when analysing the

data.

Grounded Theory coding following the guidelines of Charmaz (2006) begins with open
coding, focused upon identifying actions, rather than topics and themes. Through further analysis
of these actions, processes should emerge that can then form the basis of a possible grounded
theory for the topic. Coding and analysis occurs concurrently with data gathering, and helps

shape and form the interviews that follow.

8 Diversity

The study is centred upon and recruiting participants within a specific service, and
therefore the diversity of those involved in the study will reflect the inherent level of diversity
within that group, but not the diversity of the wider population,

Individuals with thought disorder, organic conditions, or experiencing an episode of
mania have been excluded from participating in the study. This has unfortunately been necessary
to preserve the validity of a study based on retrospective accounts of thoughts and feelings. 1t is
hoped however, that future studies based on the findings of this project, using different
methodologies, will be able to include these groups and their experiences.

The decision was taken initially to only recruit service users aged 18-39, but this has

now been updated to remove the upper age limit. All service users over the age of 18 will
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now be able to take part in the study, representing a wide range of different experiences

across the lifespan.

9 Proposed Journals

Due to the exploratory nature of the study, more time is needed before focusing upon
specific journals for publishing research findings. As the general underlying principles involve
very broad themes such as connectedness, a wide range of psychological and health Journals can

be considered, e.g. Psychology and Psychotherapy: Theory, Research and Practice.

10 Ethical/Registration Issues
Full NHS REC ethical approval will be required, and applied for through the NHS
rescarch ethics process. The study involves service users currently experiencing acute difficulties
requiring inpatient services. It is very important that any research project does not interfere with
their care or increase their distress. To prevent this occurring, the study design includes the
following:
1) A process independent of the trainee to establish capacity to take part.
2) An evaluation of participation, again independent of the trainee, to identify potential
participants who are at a stage of their recovery where participation is not considered
a significant risk to that recovery process.
3) No participant will be recruited within their first two weeks at the Hergest Unit when
their difficulties are likely to be more acute.
4) The researcher conducting the study is a Trainee Clinical Psychologist with

experience working with vulnerable individuals one-to-one, with a variety of
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5)

6)

7

8)

9)

experiences including significant trauma. The Trainee also has experience prior to
training as a service user themselves in inpatient settings.

A thorough debrief period will be included to help manage and interpret any difficult
thoughts and feelings that have surfaced, and additional information provided. A
member of the care team at the Hergest Unit will also be guaranteed to be available to
talk with the service user after their participation ends, to provide additional support
independent of the study.

Information presented to the care team at the Hergest Unit will assist the care team in
potentially finding positive clinical benefits from the reflective process of taking part
in the study that may aid recovery.

The participant retains the ability to stop taking part at any stage, and to have any
information they have produced removed from the study.

A University Panel that includes service users with experiences similar to those who
may be recruited in the study will be fully consulted in the creation of all materials
relevant to the protocol, to ensure that they are clear, understandable and do not cause
any additional distress.

If the service user wishes to have a member of staff present during their participation

this will be supported, and any additional requests for information met.

R&D approval will also be soughf from the local R&D unit to the research site. Before

R&DD and site approval is sought, a period of staff engagement and information sharing will take

place to both support the study and answer any concerns raised.
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11 Feedback

In addition to information and discussion during the debricf stage, contact details both
digital and by post for participants to contact the research team will be provided. This will allow
both for the request of study findings, but also to provide answers to any further concerns

participants have regarding the study.

12 Risk Assessment
14.1 Risk to Participants
Details regarding the various measures to reduce potential distress amongst participants
that might occur through discussing their experiences with loneliness have been provided in
section 12. It should be noted in addition that service users would be present in an environment
already strongly geared to managing risk and ensuring safety.
14.2 Risk to Researchers
No significant risks to researchers are predicted. All members of the research team are
NHS employees who have attended relevant training for maintaining safety in the workplace

following established guidelines.

13 Data Storage

Any data containing possible identifiers will be kept securely at the research site in a
secure office requiring key card access. Anonymised data may be taken to other NHS or Bangor
University sites for analysis. This anonymised data will contain participant codes, the list linking
code to any identifiers will always remain at the secure research site in the secure office. Only

members of the research team will have access to the data, with the only exception being the care
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team at the Hergest Unit if the conditions are met to break confidentiality, as described in the
agreed and signed consent form.

Personal identifiers will be retained for 6-12 months at the secure NHS site to allow for
any requests by participants for their data to be removed. This data will then be destroyed
following NHS guidelines developed in keeping with the data protection act. Anonymised data
will be kept securely by the research team for a longer period following the data storage policy
of the University. This will follow University guidelines, including the storage of the data

securely at the University offices in a secured cabinet.

14 Financial Information
The only current financial cost will be the proposed £10 gift vouchers, totalling £100. No

further costs are aﬁticipated at this time.

15 Timetable

October 2016: NHS Ethics Application process.

November 2016: Completion of NHS Ethics process, R&D review process.

December 2016: Begin data gathering, analysis occurs concurrently.

March 2017: Cut-off date for data inclusion in thesis for Doctoral Program.

April 2017: Two-month break for review of thesis and submission

June 2017: Thesis submission. Review and continue data gathering if additional data will
add further value to project.

September 2017: End study. Report to NHS REC on results of study.
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Dear Mr Oakley,
Study title: Exploring and Understanding Loneliness and Connectedness amongst

Service Users in Acute Adult Mental Health Inpatient Care:
A qualitative study using Grounded Theory.

REC reference: 16/WA/0328

IRAS project ID: 211238

The Research Ethics Committee reviewed the above application at the meeting held
on 20 October 2016. Thank you for attending to discuss the application.

We plan to publish your research summary warding for the above study on the HRA website,
together with your contact details. Publication will be no earlier than three months from the date
of this favourable opinion letter. The expectation is that this information will be published for alf
studies that receive an ethical opinion but should you wish to provide a substitute contact point,
wish to make a request to defer, or require further information, please contact the REC Manager
Dr Rossela Roberts, rossela.roberts@wales.nhs.uk

Under very limited circumstances (e.g. for student research which has received an unfavourabie
opinion), it may be possible to grant an exemption to the publication of the study.

Ethical opinion

The members of the Committee present gave a favourable ethical opinion of the above research on
the basis described in the application form, protocol and supporting documentation, subject to the
conhditions specified below.



Conditions of the favourable opinion
The REC favourable opinion is subject to the following conditions being met prior to the start of the

study.

Management permission must be obtained from each host organisation prior to the start of the study
at the site concerned.

Management permission should be sought from all NHS organisations involved in the study in
accordance with NHS research governance arrangements. Each NHS organisation must confirm
through the signing of agreements and/or other documents that it has given permission for the
research to proceed (except where explicitly specified otherwise).

Guidance on applying for HRA Approval (England)/ NHS permission for research is available in the
Integrated Research Application System, at www.hra.nhs.uk or at http://www.rdforum.nhs.uk.

Where a NHS organisation’s role in the study is limited to identifying and referring potential
participants to research sites (“participant identification centre”), guidance should be sought from the
R&D office on the information it requires to give permission for this activity.

For non-NHS sites, site management permission should be obtained in accordance with the
procedures of the relevant host organisation.

Sponsors are not required to notify the Committee of management permissions from host
organisations.

Registration of Clinical Trials

All clinical trials (defined as the first four categories on the IRAS filter page) must be registered on a
publically accessible database. This should be before the first participant is recruited but no later than
6 weeks after recruitment of the first participant.

There is no requirement to separately notify the REC but you should do so at the earliest opportunity
e.¢g. when submitting an amendment. We will audit the registration details as part of the annual
progress reporting process.

To ensure transparency in research, we strongly recommend that all research is registered but for
non-clinical trials this is not currently mandatory.

If a sponsor wishes to request a deferral for study registration within the required timeframe, they
should contact hra.studyregistration@nhs.net. The expectation is that all clinical trials will be
registered, however, in exceptional circumstances non registration may be permissible with prior
agreement from the HRA. Guidance on where to register is provided on the HRA website.

It is the responsibility of the sponsor to ensure that all the conditions are complied with before
the start of the study or its initiation at a particular site (as applicable).

Ethical review of research sites
NHS Sites
The favourable opinion applies to all NHS sites taking part in the study taking part in the study,

subject to management permission being obtained from the NHS/HSC R&D office prior to the start of
the study (see “Conditions of the favourable opinion” below).



Summary of discussion at the meeting

Ethical issues raised by the Committee in private discussion, together with responses given
by you when invited to join the meeting

Social or scientific value; scientific design and conduct of the study

The Committee considered whether the study objectives are important and hecessary and will
improve health and well-being or increase knowledge.

The Committee concluded that the research question was highly appropriate and likely to aid the
understanding of how service user difficulties are influenced by Ioneliness, assist inpatient service
planning, and potentially provide helpful insights to aid recovery for the service users themselves.

The Cemmittee noted that the outcome measures will not be identify whether loneliness is a result of
being marginalized or a factor contributing to the marginalization of patients who have mental health
issues.

You confirmed that the current published literature does not provide a definitive answer on this issue;
from this study’s perspective, the research team will try to be open and not put leading questions but
present them as concepts and give people the opportunity to talk from their own perspective; patients
may have their own perceptions and may present an event that precipitated their isolation or may
identify that their initial isolation led to a relationship breakdown which in turn led to distress.

The aim of the study is to look at different accounts not to establish causality, and the study team is
very keen not to introduce ideas around causality which were not present before the investigation.
The team will explain and discuss it as a concept on ‘how you connect to other peopie’ and an
exploration discrepancies between “connections we want” and “connections we have”.

The Committee discussed whether the design and methodology makes use of accepted scientific
principles and methods to produce reliable and valid data.

The Committee concluded that the study design robust and the proposed analysis using Grounded
Theory is adequate to answer the research question.

Public Involvement

It was noted that patients and service users were involved in the design of the study;you confirmed
that you discussed the study with the North Wales Clinical Psychology Programme People Panel, a
service user and carer group that meets on a regular basis to manage and promote service user and
carer participation in Clinical Psychology training. The core themes of the research project have been
discussed and feedback has also been sought on the suitability of patient facing information.

Recruitment arrangements and access to health information: fair participant selection

The Gommittee discussed the recruitment method, the fairness of the inclusion and exclusion criteria,
and whether any incentives or payments are made.

The Committee was satisfied that the selection of participants has taken into account the patients’
clinical care. Participants will be recruited fairly and sufficient details are provided in the protocol
regarding the inclusion and exclusion criteria.

A query was raised in relation to the first approach made to participants.

You clarified that potential participants will be approached with information about the study by the
clinical psychologist who is part of their clinical care team.

Favourable risk benefit ratio; anticipated benefit/risks for research participants

The Committee discussed the anticipated benefits and potential risk for individual research
participants, and whether the research team clearly identified them and took steps to minimise or
efiminate the discomfort, and distress and enhance potential benefits.

It was noted that the clinical care team will conduct an initial eligibility assessment and ohly service

users on whom the study will have no detrimental effect (negatively impacting their recovery) will be
approached.

You added that the research team will not consider including patients who are in an acute situation.



The clinical psychologist who approaches the patients first will act as a gatekeeper and will check the
suitability for the study against the eligibility criteria to ensure no harm or distressed is being caused
by approaching participants who are not suitable to be included in the study.

Participants will potentially benefit from the opportunity to reflect on their sense of connectedness and
the interview may help service users to process their inpatient experience and aid their eventual
discharge process. A full debrief will be included in the interview process, and the research team will
ensure ensured that a member of the care team will be available.

The Committee was satisfied that the risks to the research participant were considered
proportionate to the benefits and the balance between risk and benefit equitable.

The risks and benefits have been suitably identified and highlighted in the information given to
potential participants.

Informed Consent process and the adequacy and completeness of participant information

The Committee discussed the provision of information to research participants about the purpose of
the research, what it entails, potential risks and benefits, and whether it includes all procedures as
described in the protocol.

it was noted that a Welsh language version of the participant facing documentation will be available,
however, the interviews will be conducted in English only; it is not possible to translate the transcribed
material as this would lose validity.

Arrangements are made to inform the GP of their participation in the study and explicit consent is
sought.

The Committee noted that written informed consent is taken as part of a process - with participants
having adequate time to consider the information, and opportunity to ask questions. The language
used is understandable to the research participants, the information is clear as to what the participant
consents to, and there is no inducement or coercion.

The Committee agreed that the procedures described in the protocol have been adequately
addressed in the Information Sheet.

The Committee noted that a Welsh language translation of all patient-facing documentation will be
provided to participants and queried whether a paragraph should be added to the translation to clarify
that the interviews will be conducted in English and all questionnaires are in English.

You clarified that this would be discussed with the participant when the study is introduced.

Suitability of supporting information

The Committee discussed the suitability of the supporting information and noted that the
guestionnaire collects data on ethnicity, and queried how relevant this information is for the study as
in a small this may make patients identifiable.

You clarified that it is important to collect the demographic data, but particular demographic details
that would make patients identifiable will be excluded in any write-up.

The Chairman thanked you for your availability to speak to this submission and gave you an
opportunity to ask questions. You did not raise any issues.
The Chairman confirmed that the Committee will deliberate and will be in touch in the next 10 days.

Other ethical issues were raised and resolved in preliminary discussion before your
attendance at the meeting

Based on the information provided, the Committee was satisfied with the following aspects of
the research:

« Social or scientific value; scientific design and conduct of the study

* Recruitment arrangements and access to health information, and fair participant selection

» Favourable risk benefit ratio; anticipated benefit/risks for research participants



» Care and protection of research participants; respect for participants' welfare and dignity
+ Informed consent process and the adequacy and completeness of participant information
e  Suitability of the applicant and supporting staff

* Independent review

»  Suitability of supporting information

e Other general issues

+ Suitability of the summary of the research

Approved documents

The documents reviewed and approved at the meeting were:

Covering Igtter on headed paper [Cover Letter] - 03 October 2016
GP/consultant information sheets or letters [GP Letter V..1] 1 03 October 2016
Interview schedules or topic guides for participants [Current Topics Guide VAT 03 October 2016
Non-validated questionnaire [Demographics Questions] 1 03 Cctober 2016
Other [Debrief Sheet V.1] 1 03 October 2016
Participant consent form [Consent Form V.1] 1 03 October 2016
Farticipant information sheat (PIS) [Participant Information Sheet V.1] 1 03 October 2016
REC Application Form [REC_Form_04102016] 04 October 2016
Research protocol or project proposal [Study Protocol V. 1] 1 03 October 2016
Evidence of Sponsor insurance or indemnity (non NHS Sponsors only) - 18 July 2018
[Bangor University Insurance Document]

Other [Clinical Supervisor Dr Alison Firth Brief CV] -

Summary CV for Chief Investigator (Cl) [D Oakley Summary CV] -

Summary CV for superviser (student research) [Dr Mike Jackson Brief CV] -

Membership of the Committee

The members of the Ethics Committee who were present at the meeting are listed on the attached
sheet.

No declarations of interest were made in relation to this application.

The Committee is constituted in accordance with the Governance Arrangements for Research Ethics
Committees and complies fully with the Standard Operating Procedures for Research Ethics
Committees in the UK,

After ethical review

Reporting requirements

The attached document “After ethical review — guidance for researchers” gives detailed guidance on
reporting requirements for studies with a favourable opinion, including:

. Notifying substantial amendments
’ Adding new sites and investigators
. Notification of serious breaches of the protocol



vy

. Progress and safety reports
. Notifying the end of the study

The HRA website also provides guidance on these topics, which is updated in the light of changes in
reporting requirements or procedures.

User Feedback

The Health Research Authority is continually striving to provide a high quality service to all applicants
and sponsors. You are invited to give your view of the service you have received and the application
procedure. If you wish to make your views known please use the feedback form available on the HRA

website: http://mww.hra.nhs.uk/about-the-hra/governance/quality-assurance/

HRA Training

We are pleased to welcome researchers and R&D staff at our training days — see details at

hitp://mww.hra.nhs.uk/hra-training/

| 16/WA/0328

Please quote this number on all correspondence

With the Committee's best wishes for the success of this project.

Yours sincerely

ReSge s et

Dr Philip Wayman White, MBChB, MRSM

Chair

E-mail: rossela.roberts@wales.nhs.uk

Enclosures:

Copy:

List of names and professions of members who were present at the meeting

and those who submitted written comments

“After ethical review — guidance for researchers”

Sponsor:

R&D Office:

SL-AR?2 After ethical
review - research oth

Hefin Francis

School of Psychology

Adeilad Brigantia, Penralit Road

Bangor University

Bangor

Gwynedd

LL57 2GD h.francis@bangor.ac.uk

Miss Debra Slater

Clinical Academic Office

Betsi Cadwaladr University Health Board
Ysbhyty Gwynedd

Bangor

Gwynedd

LL57 2PW debra.slater@wales.nhs.uk
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Attendance at Committee meeting on 20 October 2016

Committee Members

Clinical Psychologist

No e

Dr Karen BE Addy Epe

Dr Swapna Alexander Consultant Physician Expert |No
Mrs Kathryn Chester Research Nurse Expert |No
Ms Geraldine Jenson Retired College Vice-Principal Lay + Yes
Mr Eliezer Lichtenstein Student Lay + Yes
Dr Mark Gregson Lord Consultant Pathologist Expert |No
Dr Pamela A Martin-Forbes WCRW Research Officer Expert |Yes
Dr Paul G Mulling Reader, MRI Physicist Lay + Yes
Mr Vishwanath Puranik Associate Specialist ENT Surgeon Expert |Yes
Mrs Lynn C Roberts Matron, Emergency Department Expert |Yes
Dr Judith L Roberts Research Officer Expert |Yes
Mrs Rachel L Roberts-Jones Student Lay + No
Dr Jason D Walker Consultant Anaesthetist (Vice-Chairman) Expert |No
Dr Philip W White General Practitioner {Chairman) Expert |Yes
Ms Sydna A Wiiliams Lecturer Lay + No

In attendance
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Rossela Roberts
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Dr




Academic Supervisor:

Dr Mike Jackson

North Wales Clinical Psychology Programme
Scheal of Psychology

Bangor University

Bangor

Gwynedd

LL57 2DG mike.jackson@bangor.ac.uk

Dr Alison Firth

Hergest Unit

Ysbyty Gwynedd

Bangor

Gwynedd

LL57 2PW Alison.Fith@wales.nhs.uk
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Clinical Academic Office

Ysbyty Gwynedd Hospital

Betsi Cadwaladr University Health Board
Bangor, Gwynedd

LLS7 2PW

Telephone/ Facsimile: 01248 - 384.877
Email: rossefa.roberts@wales.nhs.uk
Website : www.nres.nhs.uk

20 February 2017

Mr David A Oakley

Trainee Clinicai Psychologist

Betsi Cadwaladr University Health Board
North Wales Clinical Psychology Programme
School of Psychology

Bangor University

Bangor, Gwynedd

LL57 2DG psp4e6@bangor.ac.uk
Dear Mr Qakley
Study title: Exploring and Understanding Loneliness and Connectedness

amongst Service Users in Acute Adult Mental Health Inpatient Care:
A qualitative study using Grounded Theory.

REC reference: 16/WA/0328
Amendment number: 01

Amendment date: 27 January 2017
IRAS project ID: 211238

The above amendment was reviewed at the meeting of the Committee held on 16 February 2017,
Ethical opinion

The members of the Committee taking part in the review gave a favourable ethical opinion
of the amendment on the basis described in the notice of amendment form and supporting
decumentation.

The Committee noted that this amendment proposes to remove the age cap of inclusion
criteria.

Participant age range in the inclusion criteria has had the upper limit (was 39 years of
age) removed. Since recruitment started, it became apparent that a majority of service
users were over 39 years of age. Therefore, to both aid recruitment, but also to keep the
sample representative of the inpatient population at the site, the research team is
proposing to remove the upper age limit.

All other criteria that exist to protect service users remain the same, and these criteria
already include reference to the presence of cognitive/biological factors such as dementia.

The Committee does not consider that this amendment significantly alters the initial
research design or methodology and decided that this amendment raises no ethical
issues.



Approved documents

The documents reviewed and approved at the meeting were:

Research protocol or project proposal [Protocol V2] 2 25 January 2017

Membership of the Committee

The members of the Committee who took part in the review are listed on the attached sheet.
Working with NHS Care Organisations

Sponsors should ensure that they notify the R&D office for the relevant NHS care
organisation of this amendment in line with the terms detailed in the categorisation email
issued by the lead nation for the study.

Statement of compliance

The Committee is constituted in accordance with the Governance Arrangements for
Research Ethics Committees and complies fully with the Standard Operating Procedures for

Research Ethics Committees in the UK.

We are pleased to welcome researchers and R & D staff at our Research Ethics Committee
members’ training days — see details at hitp://www.hra.nhs.uk/hra-training/

16/WA/0328; Please quote this number on all correspondence

Yours sincerely

RoSgele [T

Dr Philip Wayman White, MBChB, MRSM
Chair

=)

E-mail: rossela.roberts@wales.nhs.uk

Enclosures. List of names and professions of members who were present at the meeting
and those who submitted written comments

R&D Office: Miss Debra Slater
Betsi Cadwaladr University Health Board
debra.slater@wales.nhs.uk

Sponsor; Hefin Francis
Bangor University
h.francis@bangor.ac.uk




Attendance at Committee meeting on 16 February 2017

Committee Members

Wales Research Ethics Committee 5

Dr Karen BE Addy Clinical Psychologist

Dr Swapna Alexander Consultant Physician Yes
Mrs Kathryn Chester Research Nurse No
Ms Geraldine Jenson Retired College Vice-Principal Yes
Mr David Rhys Jones Retired Teacher Yes
Mr Eliezer Lichtenstein Student Yes
Dr Mark G Lord Consultant Pathologist Yes
Dr Pamela A Martin-Forbes NISCHR Research Officer No
Dr Paul G Mullins Reader, MRI Physicist No
Mr Vishwanath Puranik Associate Specialist ENT Surgeon Yes
Mrs Lynn C Roberts Matron, Emergency Department Yes
Dr Judith L Roberts Research Officer Yes
Dr Jason D Walker Consultant Anaesthetist (Vice-Chairman) Yes
Dr Philip W White General Practitioner (Chairman) Yes
Ms Sydna A Williams Lecturer Yes

In attendance

Dr Rossela Roberts

Clinical Gover

Mr Norbert Leon Ciumageanu

RES Administrative Assistant
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BWMd lechyd Prifysgol R&D Internal Review Panel

- Betsi Cadwaladr

University Health Board Betsi Cadwaladr University Health Board
Ysbyty Gwynedd

Clinical Academic Office

Bangor, Gwynedd

Dr. David Oakley LL57 2PW
Tralr.lee Clinical F’sypholqgist Chairman/Cadeirydd — Dr Nefyn Williams PhD, FRCGP
Betsi Cadwaladr University Health Board Email: rossela.robers@wales.nhs.uk
North Wales Clinical Psychology Programme debra slater@walgs.nhs.uk
School of Psychology, Bangor University sion.lewis@wales.nhs.uk

Bangor, Gwynedd Tel/Fax: 01248 384 877

LL57 2DG pspdeb@bangor.ac.uk

16" December 2016
Dear Dr. David Oakley
Re: Confirmation that R&D governance checks are complete / R&D approval granted

Study Title Loneliness and Connection in Acute Adult Mental Health inpatient Care

IRAS reference 211238
REC reference 16/\WA/0328

The above research project was reviewed by the BCUHB R&D Internal Review Panel.

The Panel is satisfied with the scientific validity of the project, the risk assessment, the review of the
NHS cost and resource implications and all other research management issues pertaining to the
application.

The Internal Review Panel is pleased to confirm that all governance checks are now
complete and to grant approval to proceed at Betsi Cadwaladr Unlversity Health Board sites
as described in the application.

The documents reviewed and approved are listed below:

IRASForm V532 10/11/2016
S8l Form __ | Vw832 14/11/2016
Protocol f V1o 03/10/2016
Participant Information Sheet V2 16/12/2016
Consent form V1 03/10/2016
GP letter V1 03/10/2016
{Questionnaire - Demaographic o V1 03/10/2016
[Summary CV: Firth 2016
Summary CV: Jackson _ : 2016
|Summary CV: Oakley Undated
Evidence of Insurance | Expires 31/07/2017
Risk Assessment 4 29/11/2016
REC favourable opinion letter _ ) 27/10/2016

All research conducted at the Betsi Cadwaladr University Health Board sites must comply with the
Research Governance Framework for Health and Social Care in Wales (2009). An electronic link to
this document is provided on the BCUHB R&D WebPages. Alternatively, you may obtain a paper
copy of this document via the R&D Office.

Attached you will find a set of approval conditions outlining your responsibilities during the course of
this research. Failure to comply with the approval conditions will result in the withdrawal of the
approval to conduct this research in the Betsi Cadwaladr University Health Board.




If your study is adopted onto the NISCHR Clinical Research Portfolic {CRP), it will be a condition of
this NHS research permission, that the Chief Investigator will be required to regularly upload
recruitment data onto the portfolio database. To apply for adoption onto the NISCHR CRP, please
go to: http://mww.wales.nhs.uk/sites3/page.cfm?orgid=580&pid=31979. Once adopted, NISCHR
CRP studies may be eligible for additional support through the NISCHR Clinical Research Centre.
Further information can be found at:http://www.wales.nhs.uk/sites3/page.cfmPorqgid=5808&pid=2857 1
and/or from your NHS R&D office colleagues.

To upload recruitment data, please follow this link:

http.//www.crncc.nibr.ac.uk/about us/processes/portfolio/p_recruitment.

Uploading recruitment data will enable NISCHR to monitor research activity within NHS
organizations, leading to NHS R&D allocations which are activity driven. Uploading of recruitment
data will be monitored by your colleagues in the R&D office. [f you need any support in uploading
this data, please contact debra.slater@wales.nhs.uk or sion.lewis@wales.nhs.uk

If you would like further information on any other points covered by this letter please do not hesitate
to contact me.

On behalf of the Panel, | would like to take this opportunity to wish you every success with your
research.

Yours sincerely,

;’Lﬁ.ﬁﬁ* A

Dr. Nefyn Williams PhD, FRCGP
Director of R&D

Copy to:

On behalf of Sponsor: Hefin Francis
School of Psychology
Adeilad Brigantia,
Penrallt Road

LL57 2AS h.francis@bangor.ac.uk

Academic Supervisors: Dr Mike Jackson
North Wales Clinical Psychology Programme
School of Psychology, Bangor University
Bangor
LL57 2DG mike.jacksgn@bangor.ac.uk

Principal Investigator: Dr Alison Firth
Hergest Unit,
Ysbyty Gwynedd
Bangor, Gwynedd
LL57 2PW Alison.Firth@wales.nhs.uk




David Oakley

From: Sion Lewis (BCUHB - Research & Development) <Sion.Lewis@wales.nhs.uk>
Sent: 21 April 2017 12:53

To: David Oakley

Cc: Alison Firth (BCUHB - Mental Health & Learning Disabilities)

Subject: 211238 - Substantial Amendment AMO1 dated 27 January 2017

Chairman/Cadeirydd - Dr. Nefyn Williams Phd, FRCGP
Email: rossela.robers@wales.nhs.uk
debra.slater@wales.nhs.uk

sion.lewis@wales.nhs.uk

Tel/Fax: 01248 384 877

Dear Dr Oakley,
Re: Substantial Amendment AM01 dated 27 January 2017

Study Title Exploring and Understanding Loneliness and Connectedness amongst
Service Users in Acute Adult Mental Health Inpatient Care; A qualitative
study using Grounded Theory.

R&D reference 211238

Category A

The above amendment was reviewed by the R&D Office on the 21 April 2017 on behalf of the
Internal Review Panel.

Notice of Amendment Form 27/01/2017
Protocol 2 25/01/2017
REC Approval of Amendment - 20/02/2017

The R&D Office have no objection and is able to support the amendment based on the
information provided. The amendment does not affect local management approval previously
given to this research and is approved to continue at Betsi Cadwaladr University Health Board
(BCUHB) sites as described in the application.

As part of the regular monitoring undertaken by the Internal Review Panel you will be required to
complete a short progress report. This will be requested on a 6 monthly basis. However, please contact
me sooner should you need to report any particular successes or problems concerning your research.
Whilst BCUHB is keen to reduce the burden of paperwork for researchers failure to produce a report
may result in withdrawal of approval,

All research conducted at the BCUHB sites must comply with the Research Governance Framework
for Health and Social Care in Wales (August 2009). An electronic link to this document is provided on
the BCUHB R&D WebPages. Alternatively, you may obtain a paper copy of this document via the R&D
Office.

The decision is sent to you in electronic format only — please let me know whether you will be requiring a
formal letter.

On behalf of BCUHB, we would fike to wish you every success with your research.
Yours sincerely
Mr Sion Lewis

Cynorthwyydd Ymchwil a Datblygu/Gweinyddwr Treilon
Research & Development Assistant/Trial Administrator

1



Bwrdd lechyd Prifysgol
Betsi Cadwaladr
University Health Board

Monday - Wednesday - Tel: (01745) 448687 — Ext: 8687 (Trials Administrator - Abergele)
Thursday - Friday - Tel: (01248) 384877 - Ext: 4877 (R&D Assistant - Ysbyty Gwynedd)
Email: Sien.Lewis@wales.nhs.uk

Bwrdd lechyd Prifysgol Betsi Cadwaladr yw enw gwelthredol Bwrdd lechyd Lleol Prifysgol Betsi Cadwaladr

Betsi Cadwaladr University Health Board is the operational name of Betsi Cadwaladr University Local Health
Board

@Dﬁyn weh ni ar Twitter/Follow us on Twitter: @BetsiResearch

Teday's Research; Temorrow’s Care
Ymchwil Heddiw; Gofal Yfory

We constantly strive to improve our services and value your feedback. We’d really like to hear from you and your responses will, of course,
remain confidential and you won't be identified in any results. Please dick on this link to leave your feedback:
www.healthandcareresearch.gov.wales/your-views/

Rydyn ni bob amser yn ymdrechu | wella ein gwasanaethau ac rydyn ni'n gwerthfawrogi'ch adborth. Fe fydden ni’n wirioneddol hoffi
clywed oddi wrthych chi ac fe fydd eich ymatebion, wrth gwrs, bob amser yn gyfrinachol ac ni fyddwn ni'n eich enwi mewn unrhyw
ganlyniadau. Cliciwch ar y ddolen hon i roi’ch adborth: www.ymchwiliechydagofal. llvw.cymru/your-views-cy

Yiachwit lechyd
a Gofat Cyrams

Haglth and Care
Fesearch Wales

Cymraeg
Rhybudd Ehost {2010} - Bwrdd lechyd Prifysgol Betsi Cadwaladr
Fe'ch cyngherir i ddarllen rhybydd ebost Bwrdd {echyd Prifysgol Betsi Cadwaladr {(a'i argraffu er mwyn cyfeirio ato yn v dyfodol). Gellir dod o hyd idda yn y lleoliad canlynol

http://www.wales.nhs.uk/sitesplus/861/tudalen/47230

English
Betsi Cadwaladr University Health Board - Emall Notice {2010)
You are advised to read {and print for future reference) the Betsi Cadwaladr University Health Board e-mail notice which can be found at this location

http://www.wales.nhs.uk/sitesplus/861/page/47229

Betsi Cadwaladr University Health Board is the operational name of Betsi Cadwaladr University Local Health Board
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Appendix 2.1 Participant Information Sheet V.2 16/12/16

Loneliness and Connection in Acute Adult Mental Health Inpatient Care

You have been invited to take part in a study exploring the experiences of loneliness and
connection felt by service users attending an adult mental health inpatient unit. Please read
the foliowing information at your own pace, and feel free to ask any questions about the

study if you would like to.

You do not have to take part in this study if you do not wish to. Whether you choose to

take part or not, the level of care you receive will remain the same.
What is this study about?

This study is looking to explore how loneliness and social connection are experienced by
people who have attended an adult mental health inpatient unit. It will also investigate how
that experience may have changed since admission to the unit, and what may have made

those changes come about.

An experience of loneliness does not have to mean being physically alone. It can also be
experienced when you do not feel connected to others around you. Those possible
connections can be very different. Some are close, like partners, family, close friends. Some
are more distant. We can also feel more or less connected to the bigger society around us.

Some connections occur face to face, and some happen through our phones, and online.

With all these different ways to connect, what research has shown to be similar is how
feeling disconnected can affect us negatively. How that negative feeling might influence the
need for an admission to an inpatient unit, is something that we would like to understand
better. How that feeling might be lessened or increased by spending time at an inpatient

unit, is something important for everyone involved to understand, and improve if possible.
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What will be required of me?

If you agree to take part, we will arrange a time for us to meet in a private, safe place at the
unit, to discuss your experiences of loneliness and social connection for about one hour. At
this meeting you will be asked some short questions that give you the chance to talk about

your experiences, thoughts and feelings.

You will not be asked questions about any specific experiences from your past. What is
discussed will only be what you feel comfortable and able to talk about. If you wish to end a
topic of discussion, we will do so. You do not have to answer any particular questions or say

anything you do not want to. If you would like a break at any point, we will take one.

At the end of the interview you will carry out a short questionnaire that records
anonymously some details about your background, such as your age, ethnicity and

education. Again, you need only complete this questionnaire if you wish to.

You will also be provided with further information about the study, and you will have the
opportunity to ask any questions you have about it. You will also have the opportunity to
talk to a staff member that you feel comfortable talking to, immediately after the interview
if you wish. If you have further questions or concerns after the session is over, you may

contact us using the details provided in your information sheet.

The interview will be recorded on a small recording device, purely to aid the research team
in their analysis of the discussion. This recording will be written down soon after the
interview, and the recording will then be securely deleted from the device. At no point will

the device leave the Hergest Unit, and it will be kept in a locked cupboard when not in use.

If at any time, you decide you no longer wish to take part in the study, we will stop
immediately. If you wish to have any information you have provided to that point removed

and deleted this will be done.
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What are the risks in taking part?

Engaging with the interview may mean thinking and talking about possibly negative feelings
and experiences. These may be things you sometimes try to avoid thinking about, or feeling.

As aresult, it is possible that some difficult feelings may surface.

You have the right to change topic or stop the interview at any time if you wish. We will
make sure that a member of the care team is available to offer extra support as soon as the

interview is over.

It is also possible that some thoughts and feelings you were not necessarily aware of may be
brought to the surface through discussing your experiences. This may also happen in the
time following the interview. If this happens, please communicate this to the care team as

soon as possible so that they can give you extra support and help ensure you are safe.

The researcher will check on your welfare throughout the study. Your well-being will always
be more important than the study, and we will stop if we have any concerns that it might be

causing distress.

What are the benefits of this study?

There is an increasing amount of evidence linking social connection and loneliness to many
areas of mental health. There is a need for greater understanding of how connection and
loneliness are experienced by service users receiving inpatient care. This will help our
understanding of both how people come to need inpatient care, and how inpatient care may
be affecting people. It is hoped that the findings of this study will be useful for planning and
running inpatient services in the future, as well as assisting those with mental health
difficulties in general. It is also hoped that taking part in the study may also be a positive

opportunity for service users to reflect on their experiences as an inpatient.
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What happens to the information | provide?

All information provided will be kept strictly confidential. Any personal details provided will
be kept safe, secure and separate from the research data. The information you provide will
be maintained for the purposes of the study only, and will not be transferred or used for
anything efse. Once the information is no longer required for the study it will be deleted.
Only the research team and your directly involved care team will have access to your
information held the Hergest unit. Any information that is used for analysis by the research
team at Bangor University will have all information that might identify you removed before it

leaves the Hergest Unit.

The one important exception that would lead to a break in confidentiality is if during the
course of your participation, something is disclosed that would indicate that yourself or
others are at risk of imminent harm. If this occurs, then then the researcher will cease the
interview and share this information with your care team, so that they can provide
immediate support. It is important that you understand and agree to this possibility before

you give consent.

If after completing the study you subsequently decide to withdraw and have your results

removed and deleted, you may request this using the details provided below.
Who has approved this study?

This study has been approved after a thorough review process carried out by the NHS Wales
5 Research Ethics Committee. it has also been reviewed by the local NHS Wales Research
and Design centre, and has proceeded through a review by the Bangor University. The
primary purpose of these reviews has been to ensure that your safety and wellbeing are
safeguarded, and that the study provides a benefit to both future research and service users

engaged with adult inpatient services.



/ 'Q\ S;J!G Bwrdd techyd Prifysgol

%?D M R§ Betsi Cadwaladr
University Health Board PRIFYSGOL
S BANGOR

UNIVERSITY

Who is conducting this study?

This study is primarily being conducted by David Oakley, a Trainee Clinical Psychologist, in
part fulfilment of study towards a Doctorate in Clinical Psychology. As a Trainee Clinical
Psychologist, David Oakley is both a full time employee of the Betsi Cadwaladr University
Health Board and an enrolled student at Bangor University. The research study is officially
sponsored by Bangor University. David Oakley is receiving supervision and support in
carrying out this study from Dr Alison Firth {Clinical Psychologist at the Hergest Unit) and Dr
Mike Jackson {Consultant Clinical Psychologist and Director of Research at the North Wales

Clinical Psychology Programme).
To contact the research team regarding this study please use the details below:

David Oakley
North Wales Clinical Psychology Programme
School of Psychology, Bangor University
Bangor, Gwynedd
LL57 2DG
Email: pspdeb@bangor.ac.uk

Additionally, if following your participation in this study, you have concerns or a specific

complaint about any element of the study, please contact:

Mr Hefin Francis
School Manager, School of Psychology
Adeilad Brigantia, Penrallt Road
Bangor, Gwynedd
LL57 2AS
Email: h.francis@bangor.ac.uk
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| agree to take part, what do | do how?

Please inform the researcher that you wish to take part, he will agree with you a mutually
convenient time for the interview to take place. He will also provide a consent form for you
to sign recording your agreement to take part. This form will be explained in full by the
researcher, but please feel free to ask any question you have about the form. In addition, if
you wish for the research team to inform your G.P about your participation in the study,

please indicate this on the consent form.

If you want to have more time to decide whether to take part, please inform the researcher
of this and he will arrange a time a day from now to meet once you have decided. Thank you

for taking the time to read this information sheet.
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Appendix 2.2 Consent Form V.1 03/10/2016

Study: Loneliness and Connection in Acute Adult Mental Health Inpatient Care

Principal Investigator: David Qakley Please initial box to indicate agreement

L. I confirm that I have read and understood the information sheet for the above study and [ ]
have had the opportunity to ask questions. I have been given a copy of the information sheet

to keep.

2. I'understand that my participation in this study is voluntary and that I am free to withdraw [ ]

at any tirne, without giving any reason, without my health care or legal rights being affected.

3. I'understand that I will be providing some personal details and producing data to be accessed [ ]
by the named Researchers, and Betsi Cadwaladr University Health Board, where it is relevant

to my taking part in this research. I give permission for these individuals to have access to these

records. T understand that my personal data will be processed and stored securely in compliance

with the 1998 Data Protection Act.

4. I'would like the researchers to inform my G.P of my participation in this study, and 1 r ]

consent to the research team contacting my G.P for this purpose. This is optional.

5. Tagree to take part in the above study. [ i

Name of patient Date Signature

Name of Researcher Date Signature
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If you would like to receive further information and feedback on the results of the study once it is
completed, please add a contact address or email address in the space provided below if you wish. If
you decide not to do so at this time, you may still contact the research team in the future to request

this information, using the contact details we have provided on your information sheet.
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Appendix 2.3 Debrief Sheet V.1 03/10/16

Loneliness and Connection in Acute Adult Mental Health Inpatient Care

Thank you for participating in this study. In addition to our thanks, please accept a £10

payment for your time and effort in taking part in the study.

The aims of this study were to understand how loneliness and social connection are
experienced by inpatients in an adult mental health unit, and how spending time as an
inpatient may change these experiences. To achieve this, you took part in an interview,
where you talked about how you feel connected to others, if and how this may or may not
lead to loneliness, and how becoming an inpatient has changed this. As research in this area
is still at an early stage, we do not have specific predictions of what those experiences might
be, and this study is designed for the voices of people using services to be listened to and

heard.

We will analyse what was said during the interview, with a focus on identifying the ‘actions’
that have occurred that influenced your experience. From these ‘actions’ we can identify
‘processes’, the ways in which the experience of loneliness and social connection affects us.
By comparing your experiences with those of other people, we can see how people may
react the same or differently to various events, thoughts and feelings. Some of those
findings may help us understand how inpatient services might be affecting loneliness and
social connection, and some findings may help us understand mental health better in

general. Both of these areas will be of great benefit for improving services in the future.

We hope the experience of taking part in this study has been a positive one, and the
information provided helpful. Your contribution is immensely valuable and appreciated,
especially considering that it comes at a difficult time. Your patience and effort will hopefully
benefit both the developmen:t of inpatient services, and understanding of mental health

difficulties in general. Your data will be analysed in depth, but please note that it will be kept
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in an anonymised format: no details linking what you have written to your name or address

will be present, and your confidentiality will remain intact throughout the process.

If you feel any discomfort or distress in the next few days following your participation in this
study, please discuss this with a member of your care team. If this occurs following being
discharged from the Hergest Unit, please contact your GP. If you have any additional
questions regarding the details of the study, please contact the researcher through the
details provided below, or if this is not possible, ask the care team to contact the researcher

on your behalf.

If you would like a copy of the paper written from the results of this study, please tell the
researcher and he will arrange for these to be sent to you. If you decide you would like a

copy in the future, please contact the researcher using the detzils below.

If, for any reason, you would like to withdraw from the study and have your data removed

from the results, please contact the researcher using the details below.

Contact Details:

David Oakley

North Wales Clinical Psychology Programme
School of Psychology, Bangor University
Bangor, Gwynedd

LL57 2DG

Email: pspdeb@bangor.ac.uk

if you would like to read further on the topics of loneliness and social connection, please

contact us at the address above and we will be happy to provide a suitable reading list.

Thank you again for contributing to this study.



Appendix 3.1 — Example Interview Topics and Possible Questions

1) If you feel comfortable, can you tell me about how your life was in the weeks before admission?
a. Where did you spend your time?

i. How did it feel to be there? I RTTe I

ii. If alone, what was that like?
b. What people did you see?
i. Missing people?
ii. Or, what did you like/dislike about people?
iii. Was there a particular important relationship that changed/lost?
c. Had this changed?
d. How did you feel about the world outside? Connected or distant?
What are your beliefs regarding how people react to you? How they see you? Do yo!%fleel
confident you can make connections?

B 2) How did you find the admission process?

It must have been a sudden change

What was it like having all the staff and patients around?
How did you feel the admission process went?

Did it affect you in any way?

a0 T ow

3) What is a typical day here like for you?

vy fee

4} What have your experiences of interacting with others on the ward been like?
a. Are there different types of connections/relationships? Staff vs SUs?

Are there certain events that affect this? Different times of day?

Are there things you find different about different people?

How does it compare to how things were before you came here?

How is being alone here?

How is it being in groups of people? Different when staff present?

Have any of these interactions changed how you think about yourself, or about other

people?

m o0 T

5) How do you feel about the outside world?
" ""a. Has this changed by spending time here?
b. How do you think you fit into the world?
€. Has this changed since being here?

6) How do you feel about the future?
a. What do you think will happen after being discharged?
b. Do you have plans to see more people?
¢. Do you think it will change relationships?
d. Are there specific relationships you would like to have?

7) Can you think of a time when you felt really connected to other people?






Appendix 4.1 Sample Transcript

Appendix 4.1 Sample Transcript
Participant: POO7

Demographics: Deleted for anonymity

Interview:

1) I: If you are comfortable talking about it how were things in the weeks before
you came here?

2) R: [sigh] (2) before | came here?

3) I: Yes

4} R: I dunno (2) ahh {2) | wasn’t feeling too good at all to be honest with you
scared to go out (.} hearing voices you know don’t go out and this and that you
know it was an awful experience yeah

5) I: It was a very tough experience

6} R: A very tough experience yeah

7} I: From the sound of it it was very threatening to go out?

8} R: Yes

9) I: Did you feel safer at home?

10) R: {3) | feel safer here

11) I: Ok safer here as well (.) but in the flat you were in was it safer being in the
flat than being outside?

12) R: Erm yes yes yes | became so unwell you know | didn’t feel sort of safe there

Initial Coding

{needing time to focus)

Taking time to engage thoughts with negative experience.
Feeling scared to go outside.

Experiencing voices following his sense of fear.
Experiencing life as awful before admission.
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Appendix 4.1 Sample Transcript

the television on watch the news have a cigarette [chuckie] (.} erm then have a
shave have a shower put clean clothes on (.) get my rucksack get my bag and
go out and do a bit of shopping {.) sometimes I'd go (xxx) {.) make us a pack
lunch make a pot of coffee take my camera with me and take photographs and
walk around {local town) all day (.) but erm (.} | was doing ok but it's coming
bad again now

27) I: So when you were doing ok what was it like being out and about?

28) R: Well | was gaining my confidence yeah

29) I: So when you were passing people in the street how would you feel about
them?

30) R: Ok {.) yeah
31} I: So [you didn’t feel as threatened?

32) R: [It wasn’t too it wasn’t too it was ok you know {.) It wasn’t the first time I'd
been to (local town} I'd been before with my parents you know (.} but going on
the buses between {towns) | felt quite alright (.} yeah

33) It That’s quite good particularly getting on a bus as well as it's a slightly
smaller=

34) R: =well once | had my confidence (xxx)

35) I: So as you said for a number of years was there a time much earlier in your life
when things were different?

36) R: Well (4) | used to work quite hard you know factories and that and that was
hard as well but (2) [sigh]

37} I: So when you were working=

38) R:=when | was when | was err I've had some quite good times in my life you
know (.} going out and working really hard during the week (.) and going out on

Experiencing periods of functioning between unwell periods.

Not knowing why life got worse

Folfowing routine when feeling better,
Going out to do activities.

Not going out to meet other people.

Using activity to gain confidence.

Noft feeling threat when feeling better.

Feeling better but not too comfortable.
Linking presence of parents to safety.,
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Appendix 4.1 Sample Transcript

55} I: Would you say you had close friends at all?

56) R: (3} no not really no

57} 1: More going to the pub type friends go out and do stuff with?
58) R: Have a laugh yeah

59) I: Ok (.} so has there always been a sense of meeting people and you wouldn’t
talk about yourself and things like that {.) you’d go out and talk about football
or something like that?

60) R: We'd just have a you know {.) have a few drinks {2} and you’d smoke when
you were drinking you know and have a good Jaugh and just {.) have a bit of fun
really you know (.}

61} I: So when did that change?

62) R: No err (2) it went down not long after that (.) | finished I lost me job (.}
don’t know why 1 lost me job to this day i don’t know why | lost me job {.) and it
just went down from there

63) I: It sounds as though the job was a big part of your life not just the work but
the people=

64) R: =it was a horrible job the thing is the people there were quite nice that |
used to work with as well you know (.} but erm {2) the people Id associate with
were you know | used to smoke cannabis and that (.) | used to get drunk three
or four pints at the weekend that'd do me you know (.) but erm after a while
things just started going downhill a bit

65) I: Did you=

66) R: =l carried on working after then not long after (.} | did more factory working
in (local town) and erm (.) | didn’t like it at all | wasn’t feeling very well at all to
be honest with you

Doing difficult work. Finding work hard.

Acknowledging advantage of having money.

Keeping routine.

Valuing social life.

Not feeling certain about friends he had.

Lacking o closer relationship.

Socialising on fun level but not deeper.

Involving substance use in socialising to have fun.
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Appendix 4.1 Sample Transcript

80) R: Yeah erm erm {.) yes in a way yes yeah

81) I: But then without that when you were on your own was it difficult to trust
people?

82) R: (2) It's hard yeah it’s just the way I am you know {2} I'm not like that with
everyone you know (.) but at the end of the day (2) people take advantage sort

of thing you know

83) I: So you said you are not like that with everyone (.} are there some types of
people that you find it easier to get on with?

84) R: (3} My mother and father like you know erm {4) | get on with a few people
you know but | don’t | | the people they drifted away from me sort of thing {.) |
don’t see many of them any more like you know

85) I: You said it's easier to get on with your family and you said your parents=

86) R: =yeah they're always there when | want them you know

87) I: So what's different about your parents?

88) R: 1 don’t know | just get on with them quite well like you know

89) I: When you are with your parents does it make you fee! different?

90) R: Yeah {.) Well I spent a lot of time with them when | was younger you know {.)
the time was quite lonely in my life

91) |: Were there things that you would like to be different?
92} R: I'm sorry | can’t answer you

93) I: It’s ok you don’t have to answer () It sounds as though from what you've said
that (.} the loneliness (.} the being able to spend time with them and connect
with them is something that you have found difficult most of your life

Feeling stuck in feeling alone.

Feeling afraid of others. Not feeling abie to trust others.
Pushing others away to feel safe.

Appraising strangers as threatening/unsafe by default.
Feeling weight of being on watch for threat over time.

Recognising some people are not a threat.
Being taken advantage of/hurt in the past.
Making sure the hurt doesn’t happen again.

Feeling parents are safe.
Seeing others as withdrawing from him.

Trusting in parents to support when needed.
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Appendix 4.1 Sample Transcript

make conversation?

108) R: I don’t know (.} it depends what kind of people | think they are you know
looking at them yeah (.} if | saw people with tattoos on them and skinheads and
that like no {.) a bunch of them I’d think ged you know you know {.) | know it’s
not a good thing to say like that in that respect but it's different people (2) you
know I'm just saying that it's not like

109) I: Its ok that’s just a feeling you have we all have different feelings when we
see different people (.} particularly when we see people who aren’t similar to

us people who are different then people can feel quite anxious

[this was normalising a bit to keep PO07 open and engaged rather than relevant to
the interview]

110) R: Yeah

111} I: Ok so we’ll move onto coming here (.) so the actual process of coming here
{.) how was that for you?

112) R: Why did | come here?

113) I: Well just that whole process=

114} R: =Well I'm informal yeah (.} but | spoke to my consultant on Tuesday and |
can stay until ] feel well enough really and that | don’t feel well at the moment
(.) I don’t want to go back and relapse again (.} | don’t know

115) I: You were quite isolated before you came here=

116) R: =Yeah

117) k So suddenly arriving here with all the noise and all the people {.) what was
that like?

118) R: Here?

Feeling anxious around others in the past.
Feeling loss of friends/connections over time.

Looking out for surface signs of threat in others.

Fearing people who are different.
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Appendix 4.1 Sample Transcript

know (.} | wasn't doing anything really
131} I: It sounds like you were surviving
132) R: Making it through yeah

133) I: Were there times when you wanted the nurses to be there more or were
there times when you wanted them to leave you alone?

134) R: To be quite honest with you | don’t remember [chuckle]

135} I: Ok that’s fine {.) You have a rough feeling of the first few days being very
difficult=

136) R: =yes

137) I: Of there being a big change=

138} R: =yes

139} I: Erm so after those first few days what started to change?

140) R: (2) erm | came out of my room the small room into a dormitory () | didn’t
smoke for a few days | didn’t smoke {xxx) {.) | feel like | couldn’t have a smoke
for some reason | don’t know why {.) and erm I had a smoke and felt better ()
and gradually things started to get better and better and better you know

141} I: So that feeling of things getting better (.) what were the changes for you?
142} R: (2) Yes | started to eat a little better (.) started to have a shave cause | grew
a beard sort of thing | don’t grow a beard myself doesn’t look right [laughs] for

me anyway (.} so erm

143) I: You said before when things were better you'd get up in the morning and
have a shave=

144) R: =yeah | shaved | started gradually got better and better | am a little bit

Listening out for people talking about him.
Recognising reality and feelings were different.

Not attributing hearing others to specific people but to bad feeling.

Not eating after arriving on ward.

Shutting down and not doing anything

Just surviving

Not remembering early days on ward clearly.

Stopping smoking as part of shutting down.




(ésuotuido BuiniB jou) spuanndur 1ay10 1nogb o Bujlaay

{A1amxup fo Arowawt Ajuo) spybnoyl otfizads Buriaquuawa.s 10

‘payuwipn Apoipiug uaym faijas ou Buipuif pup ssajisas buyaa

JauWind Buliaa4 abunys Bunon

"Hq Aq 1q 42112q bujtaad

‘aupa-flas 01 buruuibag
‘ay1addp Bunuinbay

"SAIYAII0 YHM BUII0auU0IaYy
*2jd0ad 1ay10 Yl Wood 03Ul BUIACIA)

5,24 Yonw Aes 1,uUpip 3y auo () YesA way) Jo ma4 e 01 payel | PIP | YeaA o (85T
dwayyopyjer noAod | (£§T
yeahA jo a1,Asyl yeaa iy (9ST

¢ojdoad Jayio ay3 aue Moy A03WLIOP 3Y) Ut 348 noA usym oS :f (5T
(') Ajjeau 23035 B 15N[ sBM | WD
Mowy noA (') mow noA jesdn 108 peq pue wWiniy A ul awes 35114 | uaym (7} wis
PUBE MOWY NOA MOU 191199 g 21| & We | pue AIoHWIOP 341 0} UO PIACW | pue
J9119q uq B uieSe sem | pue 1No awed | os () wWood Al 01Ul W02 0} peY oym
ApOQ3WO0s SEM 249Y] aSNED BAOW O} PEY | PRY | MOUY| | SE JB) SE 1,UOP | [|9M Y (FST
él|om se uauayip aunb si jeyl Azonuuop ayy ojur Sutnow o5 1| (€57

(") %0 1Y (25T

£a43y siuaned Jay310 ayl puno} hoA aaey moy 0s () Alojwop ay1 0l
paaow noA uayl pue WOOJ UMO JNOA U] 313Mm NOA o5|e pies noa (1) 3o s1ey] ;| (15T

ouunp | (") ou {g) Y (0sT

dnoqe 3unjuiyl dasy
pinom noA s3aulyy 10 uay) pesy JnoA ysnouyl 8uics sjydnoyy Aue atsyl s il (69T

MO NOA {7) Buo| umop 21) J,Uping | pue daa|s 3,up/No2
| pUB sem | auaym 3[1185 1,up|nod | ('} mouy noA punode Suized aq p,| YyesA o (81T

§553[1594 AI3A 193} noA pinopn &I {Z1T
S91NUIL 3A1} UBYL S10W A0) UMOP US 2ARY JuUp|nod Ajgeqoad | "} oN Y (9FT

SIYI [ el pue
213y 118 01 2|ge 2q 1,up|nom Ajgeqoad noA sAep ma) 1511} asoyl ul swidewn |} (ST

{} mouy noA mou 191339

1wdiosues) ajdwes 1t xipuaddy




Appendix 4.1 Sample Transcript

quite quiet like you know (.)
159) I: Is that something {.) do you like that someone is not too loud?

160) R: Yeah he eats crisps sometimes in the evening yeah [makes crunching noise]
and | say to myself hmm and one packet goes and next minute [makes
crunching noise] another packet and then [crunching noise] another packet
ohh you know it drives me mad sometimes but it’s nice all the same

161) I: Have you had the opportunity to have conversations with the other
patients?

162} R: Yeah yeah

163) I: Is it different talking to the patients here than it is talking to people outside
of here?

164) R: (3) Well | when | was quite well you know | used to have a chat with the
elderly people you know at the bus stop and things you know (2) erm like | said
it’s hard to err talk to people you don’t know really (.) it’s a bit different here
you know | don’t know why but it is a little bit different here (2) | know a few
faces here for years yeah {.) and some | haven't seen for a few years you know

165) I: Sometimes people find it easier to talk to people here than [outside

166} R: [outside yeah

167) I: Do you have any idea why that might be?

168} R: | dunno {2) people got problems themselves you know?

169) I: Ok [.) Have you had any chance to do the activities here?

170) R: I started to do some art work but art therapy but the lady who was
organising it | only done it once but she’s been off for some reason {.) | started

doing a bit of the old weights training and a bit (.} I'm not sure when maybe
Friday for Art Therapy

Repeating stotement of being a bit better.

Recognising emotional effect on parents but not on self.

Not giving opinions

Talking with others in room.

Difficulty tolerating noises/actions of others.

Recognising some value in someone else being there?

Perhaps seeing elderly people as less threatening.
Finding it hard to connect with strangers.
Experiencing interacting with others as different on the ward.




‘Ajppioupif spuaipd woaf poddns Buinjaay
‘3annpals Buiag ym Buibobug

‘pog adam sBuryy uaym Aym Buimouy 10U pun saniaion fo ssof Buizusiiadxg

‘Buiyrawios Bupjowr Buidofug

"SBIUAIDD PIO yuM Buiaauuoaay ~sariaion buidofuz

‘sardpiay pa1sdyd pup 1p yum Buibobuz

‘(pipm a3 apisino ayun
siayio fo spybinoy) inogp Bupiuiyl) piom ayl uo siayio ui siajqold auyy Buisiuboiay

1ey3 s3uiyl Inoge sysnoyl Aue pey noA aaeH (°) sjgepuelsispun seyy :| (58T
yeahopiop|:y (¥8T

=aLU{] 310w PIau nok Juswow ay3 je Apeal
10U 22,hoA Jey) Aaesp aunb ples aa,no ¢34nng 3yt Inoge |94 noA op moH 1| {E]T

yeah yeah y (z81

FCT:EH
noA uaym 3utop o1 Jeq oF 01 ||| p,noA 181194 |98} hoA ji Sulylawos 1eyy s) 2} (18T

Jmouy noA 1] s4nyad pool e
ayew o] §uiAy 831U s, 31 mouy noA op o1 Buiyl anu e s,31 Ing 25N 0] pajesi|dwod
a1nb sauo paieodwod aunb a1 A1 () syuased Aw Ag aw o) usmS 313m
Ile Aaya (") yeaA sesawed aaayy 108 | pue soloyd Supjel ayit | () yeaA Ajpoexa] iy (08T
dpayl| aunk] noA Suylawos sem e ayl os Aydesdoloyd payyi| noA auo4ag | (6/T
yeah sydeisSoi1oyd Y (8/T
saunioid Bupjel 81| aunb noA 1eyl pres nop o {£/T

("} uieBe swod 0] pauels swajqoud
(') Y3l | Aym mou 1,uop | pue Yt | Ing Suluies) ySiam Bujop pauels |y (94T

49pISIN0 op ,upinom noA Fuiyldwos eyl s 3| (§/T

(} dn way) 12400 NOA pue wayjl Ang noA ()

JOOp ayl yum (*) sasiou jew Jeyl s3uiyl uieldas asoyl Jo auo apew | {*) Ajjeal
Sujop 31| | s3ulyl Ajuo Byl aue om] 2soyl 1oy yquiyy | Adesayy 1e sy 1 | Y (BT
Hl10m 1ie 3yl 1noge moy puy i (/T

mou noA saesh a0 1 suop | {7) ung poo8 1eyl puncy | YO Y (24T

$1841 puly noA pip MmoH | (TLT

1duosues] sjdwes T xipuaddy




Appendix 4.1 Sample Transcript

you'd like to do?
186) R: When | leave here?
187} I: Yeah
188) R: {2) [sigh] | don’t know you know
189) i: Is it difficult to see past leaving here at the moment?
190} R: It's difficult to see it yeah

191} I: | suppose one of the things being here is having the opportunity to have
more people around=

192) R: =yes
193) I: So compared to how life was before you came here=

194) R: =well | don’t know (.) whenever | seem to go out ! become unwell (.) that’s
the problem yeah (.} it just hurts somehow you know

195} I: One of the things that we’re looking at with the research project is whether
one of the reasons it’s better in here=

196) R: =It is better in here yeah

197) I: Is part of the reason it is better in here to do with all the other people that
are here?

198) R: Its well yeah | get on quite well with people here

199) I: So when we've talked about (.} and its not a nice feeling (.) but that feeling
of [oneliness (.) has that been changed by being in here?

200) R: Yes it has yeah it has yeah (.} you know erm (.} in my thoughts coming in
here was oh no you know (.) but once | come here | settled down alright it’s ok

Connecting a pleasurable activity to wanting to do in the future.

Not m:mnm__..:@ with thinking about leaving the ward.

Not expressing sense of agency. Learning hopelessness.
Experiencing loss of hope as pain.
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Appendix 4.1 Sample Transcript

comfortable with it {.)
215} I: So actually having less people on the ward round makes it easier?
216) R: Well there’s a Doctor and Nurse so it's not so bad
217) I: So when it used to be a room of people that was quite daunting?

218} R: Yeah (.) Yeah they’d have err a Consultant a couple of nurses a couple of
Doctors OT you know it’s just [chuckle]

219) I: So just to finish then {.} Just one more question really (.) Can you think of a
time in your life when you did feel as though you felt connected to other
people?

220} R: The one time was when | was working in the abattoir
221) 1: Ok

222) R: 1 used to get quite a | used to sleep quite well you know you’d have a few
smokes it was quite a few years ago you know (.} I'd go to bed late at night |
used to get up at six in the morning and go to work (.} work hard {.) sometimes
I wouldn’t go home I'd be at a friend’s house till midnight and then I'd continue
on into the weekend (.} wake up Saturday Moming and have a Saturday night
and a Sunday night and then back to work again

223) I: So you wouldn’t have much time just by yourself thinking=

224} R: =I'd just constantly doing things yeah

225} I: | know it’s difficult to see it at the moment but is that some kind of life of
having the job and having the friends something you would like to get back if

you could | understand it’s hard right now

226) R: 11 don’t know if | could do it now I've lost my confidence to be honest with
you (2)

227} I: So that confidence in being able to spend time with other people and do

Seeing relapse as inevitable.

Liking ward environment and wanting to stay. Not wanting to go back to life
outside.

Finding small groups easier to interact with, feeling less threatened.

Identifying feeling of being connected with being in job with social circle.

Having a routine. Using substances to help.
Just fiving in present and enjoying weekends.
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Appendix 4.2 Coding Excerpt
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Appendix 4.3 Picture of Groupings
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