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Abstract

Background

There has been little research into the psychosocial needs of older people living with bipolar
disorder (BD). There is evidence to suggest that psychological treatments developed for working
aged adults are effective. These treatments may not be acceptable or effective for an older

population due to differences in presentation in later life.

Aims

The overarching aim of the thesis was to develop a recovery focused therapy (RfT) for older
people with BD. The main aims were to: improve our understanding of how BD presents in older
adults, identify whether any potential adaptations were needed to an existing therapy (RfT) to
meet the needs of an older adult population and to evaluate the feasibility and acceptability of

RfT for older adults (RfT-OA) with BD.

Methods

Study one was a systematic review of psychosocial functioning and quality of life in older people
with BD. Study two was a qualitative study, using focus group methodology, to increase our
understanding of BD in later life and inform the development of RfT-OA. Study three was a mixed

methods study to evaluate the feasibility and acceptability of RfT-OA.

Results

The results from study one indicate that older adults demonstrate a wide range of functioning.
Study two found that older adults with BD reported changes in their symptomatology, physical
health and cognition. They proposed a number of specific adaptions for delivering RfT-OA
including techniques to enhance memory and learning and recommendations for the therapist

including: nurturing pre-existing strengths and work focused on building assertiveness and



confidence. The findings from study three largely support the feasibility and acceptability of RfT-
OA. Clinical assessment measures provided evidence of a signal for effectiveness on a range of

outcomes including: mood symptoms, time-to-relapse and functioning.

Conclusions
The findings suggest that RfT-OA is feasible, acceptable and has the potential to improve a range

of outcomes for older adults with BD.
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CHAPTER ONE

Introduction

1.1 Overview

Bipolar disorder (BD) was traditionally perceived as a genetic/ biological iliness, with periods of
stability in-between episodes. This led to medications such as lithium being offered as the
primary treatment for mood stabilisation (Scott, 1995). The last three decades has led to an
increased awareness of the role that psychological and social factors play in the development
and course of BD (Tyler & Jones, 2015). Numerous studies have reported that life events, both
positive and negative, are associated with the onset, severity and duration of BD episodes (Alloy
et al., 2005; Johnson & Roberts, 1995). There is also evidence to suggest that stressful life events
may be a consequence of living with BD (Hosang et al., 2012), which provides additional

evidence for the need to develop effective strategies to cope with such events.

A National Institute of Mental Health (NIMH) report, published in 1990, called for the
development of effective psychosocial interventions for people living with BD. Since then, there
has been a rapid development of psychological interventions for younger people with BD, with
anincreasing evidence base indicating their effectiveness (Oud et al., 2016). There has been very
little research or service development for older people living with BD. The purpose of this thesis
was to develop a psychological therapy to meet the needs of an older adult population. This
chapter provides an introduction to BD with an emphasis on the development of psychological
therapies for working aged adults. Following this, there is a review of the evidence in relation to
older people with BD and a rationale for why a tailored, psychological therapy specifically for

this cohort was developed.

1.2 Bipolar Disorder

“When you are high, it is tremendous. Shyness goes, the right words and gestures are suddenly
there, the power to seduce and captivate others a felt certainty. Feelings of ease, intensity,
power, well-being, financial omnipotence and euphoria now pervade one’s marrow. But
somehow, this changes. The fast ideas are far too fast and there are far too many, overwhelming
confusion replaced by fear and concern. You are irritable, angry, frightened, uncontrollable, and

enmeshed totally in the blackest caves of mind ... It goes on and on and finally there are only
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other people’s recollections of your behaviour — your bizarre, frenetic, aimless behaviour ...” An

individual’s account of living with BD, in Goodwin & Jamison (1990).

1.2.1 Diagnosis

Bipolar disorder (BD), previously known as manic depression, is characterised by episodes of
mania or hypomania and depression. According to the Diagnostic and Statistical Manual of
Mental Disorders, Fifth Edition (DSM-5; American Psychiatric Association, 2013) there are two
primary subtypes; BD |, where at least one manic episode must be present, major episodes of
depression are typical but not necessary for a diagnosis. The second primary subtype, BD II,
where at least one hypomanic episode and one major depressive episode must be present to
confirm a diagnosis. A manic episode is characterised by an ‘abnormally and persistently
elevated, expansive, or irritable mood’ (APA, 2013). DSM-5 specifies three additional symptoms
(four if the mood is irritable) are required to meet criteria including a decreased need for sleep,
increased self-esteem, an increase in goal directed activity e.g., work, school, socially, being
more talkative (or the pressure to keep talking) and distractibility. The symptoms must be severe
enough to cause a significant impact on the person’s usual level of functioning and last for more
than a week. A person with hypomania will experience similar symptoms to mania, however,
they do not last as long (at least four days) and they do not impact on functioning. If the person
has psychotic features or they require hospitalisation, then the episode will be classified as

manic rather than hypomania.

Other subtypes include cyclothymia where individuals experience symptoms of hypomania or
depression, but the episodes are not severe enough to meet full DSM-5 diagnostic criteria. The
DSM-5 introduced the “BD not otherwise specified” category where individuals have symptoms
characteristic of BD I, BD Il and cyclothymia but do not meet diagnostic criteria. This new
category has caused contention regarding the reduced threshold for diagnosis, with assertions
that it causes more confusion than clarity and has the potential to lead to either premature

treatment or overtreatment (Purse, 2020).

1.2.2 Epidemiology

In a worldwide mental health survey (Merikangas et al., 2011), lifetime prevalence rates were
0.4% for BD 1, 1.4% for BD Il, 1.4% for subthreshold BD and 2.4% for BD spectrum conditions.

These rates appear to be consistent across diverse cultures and ethnic groups (Grande et al.,
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2016), however access to mental health care varies considerably across countries (Merikangas
et al., 2011). BD | affects both men and women equally, however BD Il appears to be more

prevalent in women (Nivoli et al., 2011).

Over 60% of individuals with BD report that they received between one to four prior diagnoses
before their BD diagnosis (Scott et al, 2011), often waiting up to 10 years to receive a BD
diagnosis (Baethge et al., 2003; Hirschfield et al., 2003; Ghaemi et al., 2002). BD is often initially
diagnosed as major depressive disorder. Once manic symptoms emerge or they begin to impact
on functioning and therefore individuals may present in services, a diagnosis of BD may occur.
This delay in diagnosis has an impact on the start of appropriate treatment and in some cases

the use of anti-depressants can increase the development of manic symptoms (Fritz et al., 2017).

1.2.3 Age of onset

BD is usually experienced first in early adulthood, however, onset in both childhood and older
adulthood may also occur. A recent systematic review investigating age-at-onset in BD found a
trimodal age-at-onset distribution with early, mid and late-onset subgroups (Bolton et al., 2021).
The majority (45%) of participants displayed an average age at onset of 17.3 years (SD = 1.91),
classed as early onset. Thirty-five percent displayed an average age at onset of 26.0 (S.D = 1.72),
classed as mid-onset. A further 20% of participants were deemed ‘late-life-onset’ (>40 years of
age). Age of onset has been recognised as an important factor in the course and outcome of BD
(Bolton et al., 2021). Early, versus late, age of onset is associated with a greater likelihood of
prior suicide attempts and psychotic features (Bellivier et al., 2001), a longer delay in access to
treatment, higher severity of depression and increased levels of comorbid anxiety and substance

abuse (Agnew-Blais & Danese, 2016; Joslyn et al., 2016).

1.2.4 Course of BD

Individuals may present with either a hypomanic, manic or a depressive episode first, which is
typically followed by repeated episodes, separated by periods of euthymia (a relatively neutral
mood). Research studies have indicated though that a significant number of people continue to
have residual symptoms during these inter-episode periods (Judd et al., 2005; Grover et al.,
2021) which can impact on social, occupational and cognitive functioning (Judd et al., 2005;
Altshuler et al., 2006; Marangell, 2004; Samalin et al., 2016; Samalin et al., 2017;). The presence

of residual symptoms of mania and depression are associated with a shorter time to recurrence
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of manic and depressive episodes, respectively (Meyer, 2006; Perlis et al., 2006). A 15-year
follow-up study (Judd et al., 2002; Judd et al., 2003) found individuals with BD | (Judd et al., 2002)
and BD Il (Judd et al., 2003) experienced euthymia for approximately half of the study period.
Depression was the most predominant mood state and was reported for 31% (Judd et al., 2002)
and 52% (Judd et al., 2003) of the time period for the studies respectively. Hypomania, manic
and mixed episodes were reported for 1.6% (Judd et al., 2002) and 10% (Judd et al., 2003) of the

study duration.

1.2.5 Functioning and quality of life

BD has been ranked at the 12*" leading cause of disability worldwide by the World Health
Organization (WHO). Approximately 22 million individuals with BD experience moderate or
severe disability (World Health Organisation, 2004). Poor functioning is considered one of the
biggest drivers of disability in people with BD (Sanchez-Moreno et al., 2009). Only one out of
three individuals who have their first manic episode regain psychosocial functioning at one year
follow-up (Tohen et al., 2000). This indicates that functional outcomes are impaired from the

start and should be a priority for therapeutic interventions (Bonnin et al., 2019).

Individuals with BD report a range of problems with functioning, including reduced social contact
(Bauwens et al., 1991), poor familial relationships (Shapira et al., 1999) and high rates of
unemployment (Morselli et al., 2004). Poor work functioning has been reported, with a lack of
continuity in work history, interpersonal problems at work and stigma in the workplace
(Mikchalak et al., 2007). The negative effects can also impact on caregivers who report high
levels of distress in relation to day-to-day activities and maintaining relationships (Goossens et
al., 2008). Male gender and older age appear to be factors that are associated with worse
functional impairments (Sanchez-Moreno et al., 2018), whilst being married and having a higher

socioeconomic status has been associated with better functional outcomes (Wingo et al., 2010).

Alongside poorer functioning, individuals with BD on average also experience low quality of life
compared to the general population (Abraham et al., 2014, Sierra et al., 2005, Dean et al., 2004)
both during episode, and inter-episode periods (e.g. IsHak et al., 2012 and Michalak et al., 2005).
Sylvia et al. (2017) found that individuals presenting with more severe depression, irritability
and psychiatric comorbid conditions experienced lower levels of quality of life. Individuals with
multiple previous episodes typically experience poorer outcomes, including functioning and

quality of life (Magalhaes et al., 2012).
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1.2.6  Psychological therapy

Historically, individuals living with BD were not offered psychological therapies for three key
reasons (Scott, 1995). Firstly, BD was perceived to be primarily a biological ‘illness’, with
medications such as lithium prescribed as the main treatment for the condition. Secondly, there
was a misconception that individuals with BD made a full inter-episode recovery and returned
to their usual level of functioning (Juruena, 2012). Thirdly, psychoanalysts expressed
ambivalence regarding the appropriateness of psychotherapy for individuals with BD. For
example, Fromm-Reichman (1949) wrote a brief paper attempting to explain why her colleagues
were reluctant to engage in therapy with individuals with BD. Fromm-Reichman (1949)
suggested that people with BD were manipulative, superficial, lacked interpersonal relatedness
and were too dependent on the therapist. There were, however, others that argued strongly for

the use of psychological approaches for people living with BD (e.g., Goodwin and Jamison, 1990).

The National Institute for Mental Health (NIMH; Prien & Potter., 1990) report was a turning point
for the development of psychological approaches for BD. There was growing recognition that
individuals with BD continued to relapse despite sustained lithium treatment (Prien & Potter.,
1990; Burgess et al., 2001). NIMH (1990) concluded that 40% of people with BD did not report a
significant improvement in clinical symptoms or the risk of relapse, despite continued lithium
use and therefore medication was not an acceptable standalone treatment. The NIMH report
recommended the development of effective psychological treatments for individuals living with
BD (Prien & Potter, 1990). As a consequence, there has been a growing recognition of the
importance of psychological treatment for BD and a rapid development of psychological
therapies. Structured psychological therapies are now recommended in the UK National

Institute of Clinical Excellence Guidelines for all individuals with BD (NICE, 2014).

A systematic review informing the NICE guidelines for BD evaluated the efficacy of psychological
interventions for adults with BD (Oud et al, 2016). They included 55 randomised controlled trials
and found moderate quality evidence that individual psychological interventions are effective
for people with BD, with reduced relapse rates at post-treatment and follow-up and a reduction
in hospital admissions (Oud et al.,, 2016). Low-quality evidence was associated with group
interventions, with lower relapses of depression at post-treatment and follow-up, and family
psychoeducation was associated with reduced symptoms of depression and mania (Oud et al,

2016).

21



The NICE guidelines for BD (2014) recommend individuals with BD are offered a structured
psychological intervention (individual, group or family) to prevent relapse and to manage
persisting symptoms between episodes of mania and depression. NICE (2014) recommend that
the intervention should be designed specifically for BD, with a published, evidence-based
manual describing how it should be delivered. NICE (2014) also recommend that a family
intervention is offered when a person with BD is living or has close contact with their family in

line with the NICE guideline on psychosis and schizophrenia in adults (NICE, 2014).

1.2.6.1 Psychoeducation

Psychoeducation involves working alongside the person to increase their knowledge of BD and
to enable them to self-manage their condition, prevent relapse and improve their long-term
outcomes. Psychoeducation usually involves the presentation of information on topics such as
mood monitoring, lifestyle and medication use by a health professional such has a community
psychiatric nurse (CPN), either individually or in a group setting. Individual, face-to-face
psychoeducation has been found to increase time to any relapse by 8.5 weeks (Lobban et al.,
2010) and lead to improvements in social functioning and rates of employment (Perry et al.,
1999). A recent systematic review of 47 studies (38 studies with individuals with BD and 9 studies
with family members) found that psychoeducation was associated with a lower number of new
mood episodes, a reduction in the number and the length of stay during hospitalisations and

improved adherence to drug treatment (Rabelo et al., 2021).

1.2.6.2 Interpersonal Social Rhythm Therapy

Interpersonal Social Rhythm Therapy (IPSRT) was developed by Ellen Frank, with a primary focus
on stabilising circadian rhythm disruptions which are common for people experiencing BD and
contribute to mood instability (Harvey, 2011). The main goal of IPSRT is to stabilise a person’
social rhythms (e.g., sleep patterns, social and daily activities) alongside improving the quality
of interpersonal relationships and a person’s satisfaction with their social role (Frank, 2007). A
randomised controlled trial compared IPSRT with intensive clinical management (both groups
also received pharmacotherapy) with individuals acutely manic, mixed or depressed (Frank et
al., 2005). After acute stabilisation, treatment groups were randomised again for a two-year
maintenance phase. They found individuals in the IPSRT group had a longer time to relapse
during the acute phase and better vocational functioning in the maintenance phase.

Additionally, they found the delay of recurrences were more marked in individuals who had
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stabilised their daily or nightly routines during acute treatment phase (Frank et al., 2005). More
recently, Inder et al. (2014) conducted an RCT and compared IPSRT to manualised specialist
supportive care (SSC) in medication stable adults and young adults with BD. They found both
groups improved on outcome measures, including depression symptoms, manic symptoms and
social functioning. However, there were no significant differences on outcome measures

between IPSRT and SSC at the one-year post-baseline follow-up.

1.2.6.3 Family Focused Therapy

Family Focused Therapy (FFT) is a modification of the family-focused therapy originally
developed for the treatment of schizophrenia (Goldstein & Miklowitz, 1995). Families are usually
offered 21 sessions of FFT, over a nine-month time period. Therapy consists of several stages,
beginning with psychoeducation about the causes, symptoms and role of medication. Families
learn a range of different coping responses and draw on the evidence surrounding negative and
critical family reactions which can sometimes trigger relapses (e.g., expressed emotion). Families
also learn different ways of communicating and problem solving in an attempt to reduce conflict
and resolve problems. A paper, summarising data from eight RCTs with adults and adolescents,
reported that the combination of FFT and mood stabilising medications have led to: faster times
to recovery from mood episodes, reductions in recurrences and a reduction in the levels of
symptom severity. This is when compared to briefer forms of psychoeducation and medications,

over a one to two-year time period (Miklowitz & Chung, 2016).

1.2.6.4 Cognitive behavioural therapy

Approximately 16-24 sessions of cognitive behavioural therapy (CBT) are usually offered, over a
six-month period to account for clinical complexity and to allow the clinician time to apply new
skills across different mood states (Tyler & Jones, 2015). CBT for BD comprises of four key areas,
the first is psychoeducation, where clients are provided with information about the vulnerability
stress approach to their BD experiences. The second is the use of cognitive behavioural skills to
cope with early warning signs. Clients are taught to identify changes in mood and behaviours
and develop a programme of strategies to intervene and prevent progression into full clinical
episodes. The third is recognising the importance of routine and sleep which involves working
with the client to improve stability in these areas. The final component is dealing with long-term
vulnerabilities, where themes such as autonomy and high-achievement can be identified and

explored to test out less rigid beliefs (Tyler & Jones, 2015). A number of RCTs of individual CBT
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have been published (e.g., Lam et al., 2003, 2005; Ball et al., 2006). Traditional CBT has been
most effective for people who are not experiencing an acute episode, leading to a reduction in

depressive symptoms and preventing relapse (Lam et al, 2010).

1.2.6.5 Recovery focused therapy for BD

Traditionally the majority of BD psychological interventions have been focused on outcomes
targeting clinical improvement, such as a reduction in relapse or the frequency and severity of
mood episodes. Clinical recovery has been based upon individuals not meeting the criteria for a
mood episode and therefore has been considered unlikely and in some cases, impossible
(Leonhardt et al., 2017). Over the last four decades, the recovery movement, led by service
users, has challenged the concept of clinical recovery and called for a new approach. Individuals
with personal experience of severe mental health problems, including BD have questioned
traditional clinical targets and highlighted the importance of personal recovery outcomes (Jones
et al., 2010; Pitt et al., 2007). Personal recovery refers to “a way of living a satisfying, hopeful,
and contributing life even with limitations caused by illness, while developing new purpose or
meaning” (Anthony, 1993). The recovery movement recognises the rights of people living with
mental health conditions to participate fully in mainstream society and is supported by
international and national policy, (e.g., National Institute of Mental Health, 1999; Department
of Health, 2011; 2009). This has led to a shift from recovery outcomes being solely based on
symptom eradication and ‘cure’, towards building strength and resilience in an individual,
enabling them to take control of their life and mental health problems and have personal

responsibility for their recovery (Roberts & Wolfson, 2004).

A CBT approach has traditionally viewed the client as a ‘vulnerable’ person, in need of therapy
to remedy underlying deficits. In RfT, the person is viewed in terms of their strengths, with the
right to live their life as they see fit. There is an explicit emphasis on client focused goals rather
than a presumption that relapse is the primary target of therapy. RfT is formulation driven,
rather than applying a similar model of BD across clients. The therapy focuses on working
alongside clients to identify meaningful, personal goals that can be symptom-related, or focus
on other areas of their life such as relationships, social engagement or work. During the initial
sessions, the therapist and client work together to develop a shared understanding of recovery
and how working towards goals that are of personal value, may have a significant impact on the
person’s life. Developing an idiosyncratic formulation is a fundamental part of the process,

ensuring the therapy approach is consistent with the person’s needs. During the intermediate
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sessions, the intervention is focused on the co-design of tools to help the person achieve their
goals. This may include CBT techniques focused on monitoring and adapting mood, thoughts
and behaviours which are applied to facilitate possible coping strategies, plus tools from
compassionate focused therapy and mindfulness. There may be a focus on understanding the
positive and negative aspects of hypomania and working with unrealistically positive ideas.
There is a consideration of the wider functioning issues in relation to recovery and this may
include the development of problem-solving techniques. During the final sessions there is the
development and completion of the recovery plan. The client and therapist work together to
summarise the therapy sessions, including a plan for post-therapy. The recovery plan can be
written in the client or the therapist’s voice and this is negotiated prior to completion. The

document can be shared with anyone involved in the client’s care at their discretion.

Recovery focused therapy has been developed in partnership with service users consulting on
the draft content, format and supporting materials for the intervention (Jones et al., 2012). A
pilot study confirmed the feasibility and effectiveness of the intervention and found that RFT
significantly improved personal recovery, and improved time to relapse compared to treatment

as usual for working aged adults (Jones et al., 2015).

1.3 Older adults with BD

The previous section focused on research primarily developed for younger people with BD. The
following section concentrates on research developed for older people living with BD, which is
still in its infancy. The majority of this research has used a cut off age of 60 years and above to
define older people with BD, which is congruent with the United Nations definition of older age
(United Nations, 2013). A report on older adults living with BD from the International Society for
Bipolar Disorders Task Force (Sajatovic et al, 2015) now recommends using 50 years and above
as a cut off instead, which is based on the need to study the condition across the life-span, not

just a healthy cohort that have survived into older adulthood.

1.3.1 Epidemiology and diagnosis

Epidemiological studies indicate that BD | and BD Il affects approximately 0.5-1.0% of older
adults (Hirschfield et al., 2003; Kessler et al., 2005; Unutzer et al., 1998). Community and
population-based surveys report a significant decline in prevalence of BD in later life, however,

the proportion of people in psychiatric hospitals appears consistent across age groups (Depp &
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Jeste, 2004). Depp and Jeste (2004) estimate approximately 6% of older people attending
outpatient clinics and/or community mental health services have a diagnosis of BD and 8-10%
of older adults with BD are psychiatric inpatients. It is unclear why BD is less common in this
community and may be the result of excess mortality or diagnostic difficulties (Depp & Jeste,
2004). The applicability of diagnostic criteria used in the ICD-10 (World Health Organisation,
1993) and the DSM-5 has been questioned (Ljubic et al., 2021). Presentations such as frailty or
the occurrence of physical illnesses may produce symptoms of both depression and mania
(Brooks et al., 2005). Furthermore, symptoms of dementia such as delusions (Cipriani et al.,
2014), mood changes (Cipriani et al., 2015), sexual disinhibition (Cipriani et al., 2016) can often

mirror those seen in people displaying symptoms of mania.

1.3.2  Definition of older adults with BD

A recent review paper (Ljubic et al., 2021) summarising the current knowledge on epidemiology,
clinical features and treatment of older people with BD indicates the heterogenous nature of
the condition and proposes four distinct subgroups. (1) early-onset BD (EOBD) where the person
had a typical age of onset in adolescence or early adulthood and they have grown old with BD.
(2) late-onset BD (LOBD), where the person did not experience any manic symptoms before late
life, but they have their first episode after the age of 50. (3) LOBD with an earlier “pseudo-
unipolar” course where a person experiences their first hypomanic or manic episode after the
age of 50, although they may have had a history of depression. (4) Secondary manias which are

the result of pharmacological side effects or a somatic illness and can occur at any stage of life.

A meta-analysis found that there was no difference between EOBD and LOBD in the rate of
mixed episodes, rapid cycling or psychotic symptoms in older adults. However, EOBD was
associated with a longer delay to treatment, greater severity of depression and higher levels of
substance use and comorbid anxiety compared to LOBD (Joslyn et al., 2016). Depp and Jeste
(2004) also found that LOBD was associated with less familial history of affective disorders and
a higher frequency of neurological risk than EOBD. Consistent with this, a study found
individuals with LOBD may have more extensive and severe cognitive impairments compared to

those with EOBD (Martino et al., 2013).
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1.3.3 Course

Studies investigating the long-term course of BD are rare, however previous suggestions that BD
‘burns out’ in later life (Winokur et al., 1969) have been refuted by longitudinal research (Angst
& Preisig, 1995). Angst and Preisig (1995) followed a cohort of 209 inpatients with BD over 40
years until the median age of 68. At the final follow-up, 16% of the participants had fully
recovered (they had not experienced an episode in the past 5 years), 26% were scoring below
60 on the Global Assessment of Functioning (GAF; Endicott et al, 1976) without experiencing
episodes in the past five years, 36% were presenting with recurring episodes, 16 were displaying
a chronic course and 7% had committed suicide. Additionally, they found participants had
experienced 10 episodes on average, with 56% of these associated with a hospital admission.
There appears to be decreased rates of suicide in older people with BD based on findings which
indicate a higher completed suicide risk for individuals under the age of 35 years old (Tsai et al.,
2020). Researchers have indicated that older adult BD included in these samples may represent

a ‘survivor cohort’ (Depp and Jeste, 2004).

1.3.4  Clinical features

The polarity of BD in later life appears to shift towards depression, with less time spent in manic
states compared to younger individuals with BD (Nivoli et al., 2014; Coryell et al., 2009). There
is evidence to suggest that older adults with BD experience a decreased severity of manic
symptoms (Chen et al., 2017), with a lower prevalence of psychotic features (Chen et al., 2017;
Kessing, 2006) compared to younger adults with BD. A recent focus group study which included
older adults living with BD found that overall, the group reported more lows than high mood in
their later years. The majority of the group indicated that their episodes of mania were not as

intense as when they were younger (Tyler et al., 2021).

Mood episodes in later life may be triggered by a number of factors including life stressors,
physical illnesses and prescription medications (Chen et al., 2017). There is evidence to suggest
that older people with BD may be at increased risk of stressful life events in response to changes
in their housing, careers, role within the family and finances, compared to younger individuals
with BD (Chen et al., 2017). However, there is still inconclusive evidence with regards to the
presence or absence of a clinical pattern which differentiates older and younger people with BD

(Ljubic et al., 2021).
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1.3.5 Physical and cognitive changes

In late life, BD is associated with cognitive dysfunction even when individuals are euthymic
(Depp et al., 2007; Gildengers et al., 2007; Gildengers et al., 2009). Gildengers et al. (2012) found
that compared to non-psychiatric populations, individuals with BD presented with increased
neuro-psychological deficits compared to individuals with major depressive disorder,
particularly with information processing speed and executive functioning. However, all
participants were receiving psychotropic medications that may also affect cognition. Kessing and
Anderson (2004) found that, on average, the rate of dementia tended to increase by 6% for

every episode leading to an admission for individuals with BD.

The prevalence of medical comorbidities increases with age, which can lead to the use of
multiple medications (Dols et al., 2014). Lehmann and Rabbins. (2006) found that 86.3% of
individuals over the age of 65 had a medical co-morbidity. Rise et al (2016) conducted a
systematic review and found that older people with BD were at increased risk for cardiovascular,

respiratory diseases and endocrinological abnormalities compared to age-matched controls.

1.3.6 Service use

Bartels et al. (2000) report that older adults with BD have higher symptom severity, use almost
four times the total use of mental health services and are four times more likely to get admitted
than older people with unipolar depression. Taking these factors together it is clear that
addressing BD in older adults should be a high priority for healthcare researchers and clinicians.
In practice however there has been very little research or service development for older adults
with BD (Charney et al., 2003; Depp & Jeste, 2004; Sajatovic et al., 2015) which is reflected in
the paucity of published studies evaluating psychosocial interventions for older adults with BD
(McBride & Bauer, 2007; Depp & Jeste, 2004; Sajatovic et al., 2015). Increasing knowledge to
inform the development and delivery of tailored, evidence-based services for older people with
BD is crucial. Research indicates that the needs of older people with mental health problems are
better met within geriatric services compared to general, adult mental health (Abdul-Hamid et

al., 2015).
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1.3.7 Clinical guidelines

Clinical guidelines use available research evidence to translate research trials into useful, every
day, clinical practice. A review of 34 international BD guidelines, representing 19 countries (Dols
et al., 2016) found that the majority did not have a separate section for older people with BD.
Those that had a separate chapter, were recommendations based on medication and somatic
aspects, with only one country (the Netherlands) including recommendations for
psychotherapy. This finding is partly attributable to the lack of evidence from clinical trials
conducted with older people with BD (Nair, 2002). The NICE guideline for BD (2014) mentions
older people four times, three times in relation to medication and once in relation to
psychological therapies where it states to “ensure that older people with bipolar disorder are
offered the same range of treatments and services as younger people with bipolar disorder”.
However, clinical services where strategies developed for younger adults are generalised to
older people may fail to meet the needs of an older population (Warner, 2015). Treatments may
not be appropriate based on significant differences within the presentation of older people living
with BD. Older adults with BD have different needs compared to a younger cohort due to a
higher prevalence of medical comorbidities, complex psychosocial challenges and sensitivity to

treatment-related adverse effects (Sajatovic et al., 2015).

1.3.8 Psychological Treatments for older adults with BD

Traditionally, older adults have been subject to negative stereotypes and over generalisations
(e.g., too old to change) which may have prevented their access to psychological therapies (Satre
et al., 2006). These beliefs stem back to Freud’s early work where he wrote that learning ceases
after the age of 50 (Freud, 1905/1953). This pessimism for change in later life continued decades
later with the ‘loss-deficit model of aging’ (Berezin, 1963) which views getting older as a series
of losses, with depression as an inevitable outcome. However, more recent studies exploring
the attitudes of mental health professionals suggest that they are more positive than previously
assumed (Knight et al., 2006). Lee et al. (2003) found that UK based trainee clinical psychologists
showed positive attitudes in general towards working with older people, with many seeing the

work as both challenging and rewarding.

Most research on psychological interventions for older people has focused on depression.
Evidence suggests that CBT is effective at reducing depressive symptoms compared to active

control interventions (Wilson et al., 2008). There is also an evidence base for the effectiveness
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of CBT in the treatment of anxiety disorders (Barrowclough et al., 2001; Stanley et al., 2003).
Granholm et al. (2005) compared cognitive behavioural skills training versus TAU for middle and
older age individuals with schizophrenia(N=76), using an RCT design. (Granholm et al., 2005).
They found that those receiving the intervention achieved greater cognitive insight and
improved social functioning. Most of the literature on psychosocial interventions developed for
older people with BD has been taken from mixed aged studies or is based upon interventions
developed for older people with various serious mental health problems (e.g., schizophrenia,

schizoaffective disorder, depression and BD).

In the US, a randomised control trial compared the effectiveness of ‘The Helping Older People
Experience Success (HOPES)’ intervention versus treatment as usual for older people (mean age
=60.2), with a range of serious mental health problems (28% schizophrenia, 28% schizoaffective
disorder, 20% bipolar disorder, 24% major depression). HOPES intervention comprised of one-
year of weekly skills training classes, twice-monthly community practice trips and monthly nurse
preventive healthcare visits. This was followed by followed by a one-year maintenance phase of
monthly sessions. They found HOPES improved community living skills, functioning, self-efficacy
and reduced psychiatric symptoms and negative symptoms one year after the maintenance
monthly sessions finished. (Bartels et al., 2013). However, it is not clear what the outcomes
were specifically for individuals with BD who may face unique challenges in later life as detailed

in earlier in the chapter.

Also in the US, a small pilot medication adherence skills training (MAST-BD) intervention was
developed specifically for older adults with BD. Participants (mean age = 60) were offered a 12-
week manualised group intervention with a combination of educational, motivational,
medication management skills and symptoms management training. Depp et al. (2006) found
that MAST-BD led to improvements in medication adherence and management, depressive
symptoms and quality of life for older people with BD. Neither of these two studies targeted
personal recovery, which is now highlighted in national policy (e.g., Department of Health, 2009,
Department of Health, 2011), international guidelines (e.g., National Institute of Mental Health,

1999) and the NICE guidelines for BD (NICE, 2014).

1.4 Aims of the thesis

Since the publication of the NIHM report in 1990 there has been a rapid development of the

number of psychological interventions for individuals with BD. However, the development of
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psychological interventions specifically for older people with BD has been sparse. The NICE
guidelines for BD recommend that older people are offered the same treatments as younger
people. However, this may not be appropriate due to differences in presentation. Additionally,
strategies developed for younger adults may fail to meet the needs of an older population
(Warner, 2015). There is evidence to suggest that psychological interventions are effective for
older people with depression (e.g., Wilson et al., 2008), anxiety (e.g., Barrowclough et al., 2001;
Stanley et al., 2003) and schizophrenia (Granholm et al., 2005). There are also indications that
psychosocial interventions developed for individuals with a range of serious mental health
problems (Bartels et al., 2013) and medication adherence training for older people with BD
(Depp et al., 2006) can be effective on a range of outcomes.

The overarching aim of the thesis was to develop a recovery focused intervention for older
people with BD. The idiosyncratic nature of RfT offers the flexibility to work with a range of
problems, based on the client’s needs. There is a focus on building strength and resilience,
enabling a person to take control of their life. This approach was considered highly appropriate
as older people present with a range of complex needs and have been subject to negative
stereotypes (Satre et al., 2006) and pessimism about the possibility of change in later life (Freud,
1905/1953). To the researcher’s knowledge, this is the first project to actively involve older
people with BD in the process of developing a psychological intervention specifically for their
cohort. This approach aligns with the principles of recovery within mental health care which
highlights the importance of a person taking control of their own life, developing individual
coping strategies and actively working to maintain wellbeing, rather than being a passive

recipient of professional healthcare (Owens et al., 2011).

The main aims of the project were to:

e Improve our understanding of how BD presents in older adults
e Identify any potential adaptations to an existing RfT developed for younger people with
BD to meet the needs of an older population

e Evaluate the feasibility and acceptability of RfT for older adult with BD

To achieve this, the thesis includes three studies, designed to complement one another and
address the lack of research and service development in the area. Study one (Chapter three) is
a systematic review of psychosocial functioning and quality of life in older people with BD. The

main aims of the review were to increase our understanding of how BD presents in later life and

31



identify whether there are any measures that have been psychometrically examined for

reliability or validity using an older adult BD sample. The specific research questions were:

1. What measures have been used to assess quality of life and psychosocial functioning in
older adults with bipolar disorder?
2. What is the distribution of psychosocial functioning and quality of life scores for older

people with bipolar disorder for the most widely used measures?

Study two (Chapter four) is a focus group study and the key aims were to explore the extent to
which the original RfT intervention was acceptable to older adults with BD, identify whether any
adaptations were needed to the existing manual and understand what type of support older
adults wanted from a therapist during therapy. Additionally, due to the lack of research in the
area, the focus groups also aimed to explore the experience of BD in later life, including the

concept of recovery. The specific research questions were:

How do older adults experience BD in later life?
What is the experience of recovery in later life?
Does RfT need to be adapted for older people?

What are the specific adaptations needed to develop RfT-OA?

LA A

What do older people with BD want from a therapist delivering RfT-OA?

The findings from the focus groups contributed towards the development of the intervention
with a specific set of clinical recommendations for therapists delivering RfT for older adults with

BD.

Study three (Chapters five and six) is a pilot randomised controlled trial of RfT-OA versus
treatment as usual. The key aims of the study were to assess the feasibility and acceptability of
recovery focused therapy for older adults with bipolar disorder. The specific research questions

were as follows:

1. Would clinicians refer older adults into an RCT?

2. Would older adults self-refer into an RCT?

3. Would older adults with BD consent to participate in an RCT of a psychological
intervention offered in addition to usual treatment vs usual treatment

4. Would older adults with BD complete follow-up assessments in a randomised controlled
trial?

5. Would older adults adhere to RfT-OA?
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6. What were participants’ experiences of receiving RfT-OA?
7. What is the most appropriate primary outcome measure for a future trial?

8. What is an estimate of the sample size for a future trial?
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CHAPTER TWO

Methodology

The aim of this chapter is to provide a rationale for the chosen methodology and the
methodological decision-making, based upon the philosophical underpinnings of this research.
The ontological and epistemological considerations underpinning the chosen approach and
subsequent research methods will be discussed, based on the researcher’s philosophical
position. Following this, the three research studies and rationale for the chosen methods will be

discussed.
2.1 Ontological and Epistemological perspectives
2.1.1 Ontological perspective

Ontology is the philosophical study of the nature of the reality. The ontological position of the
researcher can shape the methodological decision making and is closely related to how data is
collected (Oliver, 2010). There are two dominant ontological positions: realism and irrealism
(Fryer, 2020). The methodological approach chosen can depend on whether the researcher
believes that there is an external, independent reality (realism) or whether they believe that
there are only experienced, constructed realities that are not independent of the observer
(irrealism). This will then affect whether a quantitative, qualitative or mixed methods approach
is chosen. If the assumption is that knowledge is real, objective and there to be captured, then
it can be observed and measured using a quantitative approach. If knowledge is assumed to be

idiosyncratic, subjective and experiential, then a qualitative approach may be more appropriate.
2.1.2 Epistemological perspective

Epistemology is the philosophical study of knowledge and how knowledge is obtained. Research
is focused on gaining new knowledge and therefore the researcher’s epistemological stance is
also central to the methodological decision making. The way knowledge is acquired depends on
the methodology and equally, the consistency and precision of the methodology is directly
linked to the strength of the new knowledge gained (Jackson, 2013). There are two main
positions in epistemology, objectivist and subjectivist. An objectivist position is built on the
assumption that we can observe the world and produce truthful knowledge. In contrast, a
subjectivist would argue that the world cannot be explored from a purely objective stance and

that knowledge gained is theory dependent, which is subjective and individually constructed.
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2.1.3  Philosophical position

A philosophical position includes both ontology and epistemology. The two dominant
philosophical positions are positivism, a combination of realism and objectivism and
constructivism, a combination of irrealism and subjectivism (Fryer, 2020). Positivism dominated
social science research for decades and is based on the assumption that we can measure social
phenomena by observation because human behaviour is determined and moderated by
external factors. Positivism is a deductive approach as it is based on the idea that research is
used to generate and test out hypotheses based on existing theories and draw generalisable
conclusions based on the validity of the results (Byrman, 2016). In comparison, constructivism
is an inductive approach, which begins with observations and proposes theories based upon
these (Byrman, 2016). It is based on the idea that knowledge is ‘constructed’ but is contingent
on our perception and human experience and therefore the knowledge produced does not

necessarily reflect an external reality.

Prior to undertaking the research, the researcher acknowledged an independent, real world,
while recognising that there were multiple layers of reality which exist and operate, some of
which may be independent of our awareness and knowledge. The researcher also acknowledged
that reality is historically and socially constructed through our experience. The researcher’s
position was therefore aligned with a critical realist, a combination of realism and subjectivism
(Fryer, 2020) which situates itself between positivism and constructionism. Critical realism is a
philosophy that grew from a critique of positivism by the philosopher, Roy Bhaskar. In contrast
to constructivism, it states that reality is independent of the mind (Bhaskar, 1975). Critical
realism assumes that the evidence we observe can come close to reality, however this reality is
subjective and constructed through our experiences. This philosophical approach has driven the
original research aims and the methodological choices throughout the research process. A
critical realist approach allows a holistic exploration of phenomena, based on a number of

different research questions that use multiple research methods (Walsh & Evans, 2014).

The overarching aim of the thesis was to develop a recovery-focused therapy for older people
with bipolar disorder (BD). The researcher had worked with people living with BD for a number
of years prior to starting the thesis. During this time, classification tools such as the Structured
Clinical Interview for DSM IV (First et al, 1997) and Structured Clinical Interview for DSM-5 (SCID-
5; First et al., 2015) had been used as a way of categorising people’s experiences of living with
BD. Some individuals welcomed a diagnosis as it provided an explanation for their experiences

and validate their mood experiences (Tyler & Jones, 2015) and access to specific treatment and
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services. There are, however, drawbacks of using classification tools as some people will present
with the same symptoms and receive a different diagnosis, based on the person completing the
interview (Allsopp et al., 2019). A diagnosis can also cluster together a person’s symptoms,
experiences and problems and therefore lose the idiosyncratic nature of their difficulties, which
may encompass a loss of identity and stigma (Tyler & Jones, 2015). The researcher used the
SCID-5 as a baseline assessment in the trial as it is a standardised framework and meant that the
study could be comparable to others that have used a similar framework. The researcher also
used the Montreal Cognitive Assessment (Nasreddine, 2005) as a way of screening for mild
cognitive impairments. As discussed in the introduction, the symptoms of dementia can often
mirror those seen in people displaying symptoms of mania (Cipriani et al., 2014) which has led
researchers to question the use of the DMS-5 with older people with BD (Ljubic et al., 2021).
Whilst recognising the helpful framework such tools can provide, the researcher also
acknowledged the bias of using such tools and questioned their validity in capturing real-life
experiences. Consequently, mixed methods were employed to access participants different

versions of reality and provide a more balanced view.

The main aims of the PhD were to improve our understanding of how older people with BD
experience BD, identify any adaptations needed to an existing recovery focused therapy
developed for younger people who experience BD, and to evaluate the feasibility and
acceptability of recovery focused therapy for older adults who experience BD. These aims were
driven by knowledge of existing theories regarding the presentation of BD in later life,
adaptations for older people with other mental health conditions and the effectiveness of
psychological interventions for younger cohorts with BD. The work was informed from the
outset by the researcher’s knowledge of what works for younger people with BD and also what
works for other older people with mental health conditions. However, there was limited
knowledge about older people with BD and therefore the researcher wanted to explore factors
that may be particularly significant for this client group. To account for this, the researcher
employed a mixed methods approach with a combination of qualitative and quantitative

methods to address the aims of the work and follow both a deductive and inductive approach.

The researcher had prior knowledge that recovery focused therapy (RfT) was beneficial for
younger people with BD in terms of both personal recovery and mood symptoms (Jones et al.,
2015) and therefore hypothesised that it may be feasible and acceptable for older people with
BD. The researcher also had pre-existing knowledge that interventions had been adapted for
older people with other mental health conditions (e.g., depression; Laidlaw et al., 2008), due to

changes that can occur in later life. Therefore, the researcher designed a number of focus groups
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to assess the acceptability of the original RfT intervention (deductive approach) and explore
other factors that may be important for the specific client group (inductive approach). A
randomised controlled trial (RCT) was designed, to test out the hypothesis that the intervention
would be feasible and acceptable (deductive approach), however qualitative approaches were
used to gain a further insight into the acceptability of the intervention and research processes
by interviewing people that took part in the therapeutic process (inductive approach). The data
from the quantitative measures of acceptability were combined with the qualitative interviews
to provide a deeper level of understanding on the acceptability of the intervention and the
research processes, and how this varied between individuals and across different contexts from
which people were recruited. Critical realist RCTs have the potential to overcome traditional RCT
deigns by employing methods to account for the individual interpretation and the influence of

social context (Porter et al., 2017).

2.2 Overview of thesis methods

Mixed methods research involves using more than one different type of research method, either
combining qualitative and quantitative or a mix of different quantitative or qualitative methods
(Brannen, 2005). Mixed methods have become increasingly popular within health research due
to the level of complexity that health problems present. It has been argued though that
guantitative and qualitative methods are situated within particular paradigms (e.g., quantitative
with positivist and qualitative with subjectivist) with claims they have no common standard of
measurement and they are incompatible (Kuhn, 1970; Lincoln, 1990). However, it is now
accepted that mixed methods can offer the opportunity to gather data from different
perspectives and uncover relationships that exist between the layers of multifaceted research
questions (Shorten & Smith, 2017). Using a mixed methods design also has its advantages over
a single design as it can overcome the weaknesses of inherent in quantitative or qualitative
approaches alone, provide information that cannot be answered by a single method and allows

for the triangulation of information (Teddlie & Tashakkori, 2009).

Study one uses quantitative methods and was a systematic review of measures of psychosocial
functioning and quality of life used in studies with older people with BD. Study two and study
three followed a two-phase mixed methods design, referred to as an exploratory design (Greene
et al., 1989). This is where the qualitative data is used during the first phase to inform
guantitative methods used in the second phase. In this case, the qualitative data from the focus

group study was used to inform the intervention development for study three. Study three used
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an embedded mixed methods design where one set of data, provides additional data in a study
based primarily on the other data type (Creswell et al., 2003). In this case, the intervention was
delivered as part of the randomised controlled trial and qualitative interviews were completed
to provide a further insight into the acceptability of the intervention and research processes and

how these varied for different individuals and contexts.

2.3 Study one

The aims of study one were to increase our understanding of how BD presents in later life and
to identify whether there were any measures that have been psychometrically examined for

reliability or validity using an older adult BD sample. The specific research questions were:

1. What measures have been used to assess quality of life and psychosocial functioning in
older adults with bipolar disorder?
2. What is the distribution of psychosocial functioning and quality of life scores for older

adults?

A systematic review design was chosen as this is the gold standard for searching, collating,
critiquing and summarising the best available evidence with regards to a clinical question
(Liberati et al., 2009; Aromataris et al., 2014). Systematic reviews use rigorous, standardised
methods to select and access articles to ensure that the results are both reliable and meaningful
(Munn et al., 2018). Whist systematic reviews are often used as a valid evidence based to inform
clinical guidelines; they are also used to identify research gaps in our understanding of a specific

field.

A systematic review design was considered appropriate for study one, based on the specific
research questions. The researcher also had pre-existing knowledge regarding the evidence for
older people with BD and was aware that there may be gaps in the literature. This was compared
to a recent systematic review of functioning with working age adults which found 379 research
articles using 38 different types of social and occupational functioning measure (Akers et al.,
2019). The systematic search strategy identified what measures have been used to assess quality
of life and psychosocial functioning in older adults with BD and the means and standard
deviations were extracted for most widely used measures. Table 1 details the research methods

used. The protocol was pre-registered on PROSPERO and a copy can be found in appendix A.
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Research Question Approach Research | Method Data Analysis
design

What measures have Quantitative | Review Systematic- | Total number | Summary

been used to assess review of quality of statistics

quality of life and life and

psychosocial functioning

functioning in older measures used

adults with bipolar across the

disorder? studies

What is the Quantitative | Review Systematic- | Means and Pooled

distribution of review Standard means

psychosocial deviations and

functioning and quality extracted for standard

of life scores for older most widely deviations

people with bipolar used measures

disorder for the most

widely used measures?

Table 1: Research methods for study one

Table 2 details the eligibility criteria for the study. The review only included studies with
individuals who have a formal diagnosis of BD. This was so the results of the study could be as
comparable as possible. The cut-off age for participants in the studies was 50 years or over. This
was based on recommendation from a report on older-age BD from the International Society for
Bipolar Disorders Task Force (Sajatovic et al., 2015). The report highlighted that although most
studies use 60 years and over to define older age BD, emerging data indicates that to fully
understand BD in later life, we need to study across the lifespan, not just the healthy cohort who
have survived into older age. The review only included studies that have been peer reviewed in
published journals as they have been through a rigorous process of evaluation, compared to
grey literature. Finally, the review only included articles written in the English language, as there
were no resources for translation. This is a limitation as potentially studies conducted in other

countries were excluded and therefore the results may not be generalisable.
2.3.1 Data analysis

The studies were synthesised by tabulating key characteristics and providing a narrative
synthesis in relation to the review question. A copy of the data extraction form can be found in
appendix B). The total number of studies using quality of life and psychosocial functioning
measures were reported. Where studies used the same measure, a cross study mean and SD

was calculated to identify the distribution of scores across the studies. The means and SDs were
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pooled, weighted based on their study sample size according to Cohen’s formula (Cohen, 1988;

Zientek & Yetkiner, 2010). Table 2 summarises the research methods used during study one.

Included Exclude

The study includes a sample of individuals diagnosed with | Editorials, comments, letters to the
BD | or Il with a formal diagnosis according to Diagnostic editor, book chapters, case series,
and Statistical Manual (DSM-IIl, DSM-IIIR, DSM-1V, DSM- or dissertations/theses (i.e., grey
IV-TR & DSM-V) or the International Classification of literature).

Diseases (ICD-9 or ICD-10) or a sample of mixed
diagnoses which reported the scores of those with BD

separately’ The article is not written in the
English language as there are no
The study includes participants over the age of 50 or a resources for translation.

sample of mixed ages which reported the scores of those
over the age of 50 separately (based on the International
Society for Bipolar Disorders Task Force (Sajatovic et al,
2015) recommendations to define older adults with BD
>50 years).

The study includes a quantitative measure of
psychosocial functioning or quality of life.

The study is published in a peer-reviewed journal as a full
article or short report.

Table 2: Eligibility criteria for study one

2.4 Study two

The key aims of study two were to explore the extent to which the original RfT intervention was
acceptable to older adults with BD, to identify whether any adaptations were needed to the
existing manual and what support older adults wanted from a therapist during therapy. The
study also aimed to explore the experience of BD in later life, including the concept of recovery.

The specific research questions were:

6. How do older adults experience BD in later life?

7. What is the experience of recovery in later life?

8. Does RfT need to be adapted for older people?

9. What are the specific adaptations needed to develop RfT-OA?

10. What do older people with BD want from a therapist delivering RfT-OA?
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2.4.1 Sampling and sample size

Focus group methodology was chosen as the researcher was interested in hearing about the
topics from a diverse range of perspectives, moderating the participant discussions from an
external role (Bloor et al., 2001). Purposive sampling was used as this is a recommended
approach when focus group discussion relies on participants ability and capacity to provide
relevant information (Morgan, 1997). Purposive sampling is a form of non-probability sampling,
where the sample is selected with a purpose in mind rather than randomly selected (Trochim,
2006). The researcher purposively aimed to recruit individuals who were over the age of 60 with
a diagnosis of BD or a relative or a friend of an older person with BD. Individuals taking part in
the focus groups were recruited via a confidential database of people who had previously been
involved in research studies and were potentially interested in becoming involved in future
studies at the Spectrum Centre, called “Spectrum Connect”
(https://www.lancaster.ac.uk/health-and-medicine/research/spectrum/research/getting-
involved/#d.en.405681). This may have led to a selection bias as all of the individuals had prior
interest in taking part in research studies and the results may not be generalisable to the
population. The Standards for Reporting Qualitative Research (SRQR) were adhered to an found
in appendix C.

2.4.2  Eligibility criteria

e Age 60 or above
e Adiagnosis of BD or a relative or friend of an older adult with BD
e The capacity to provide informed consent
Sufficient English language skills to read the information sheet and take part in the

discussions.

The cut-off age of 60 was chosen due to the overarching aim of the thesis to develop an
intervention for older people with BD. The age 60 was chosen at the time, based on the United
Nations (2013) definition of OA and in line with best practice (Laidlaw et al., 2008; Stanley et al.,
2003). However, as detailed above, the task force paper published in 2015 (Sajatovic et al., 2015)
recommend using 50 and above now as a cut-off age to capture a greater understanding across
the lifespan. Friends and relatives were invited to take part as they often play a key role in older
people’s lives and it was thought they would broaden the focus group discussions. To assess
capacity to consent, individuals were provided with an information sheet (see appendix D) about

the study and given at least 24 hours to read the details. The researcher then contacted the
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potential participants and they were given the opportunity to talk about the study and whether
they understood what it meant to take part in the study. If the potential participant was able to
understand and communicate their decision regarding taking part to the researcher, capacity to
consent was achieved (see appendix E for consent form). The study did not have the resources
for a translator, therefore only individuals who had sufficient English language skills were able
to take part in the discussions were included. This is a limitation of the study and means the

results may not be generalisable to other cultures.

The aim was to recruit approximately 6-12 participants, consistent with focus group
methodology (Morgan, 1997). The researcher aimed to recruit both males and females as
evidence suggests that mixed gender groups can improve the quality of discussion (Freitas et al.,

1998). All interested individuals were invited to attend each of the three focus groups.
2.4.3 Topic guide

The topic guide was developed with the research team, which included the service user
researcher who had experience of living with BD. This was considered a crucial part of the
process, as their lived experience allowed insight into the realities of living with BD and they
were able to offer a broader perspective on the topics which may have been more salient for
the focus group discussions. The topic guide (see appendix F) was designed to loosely structure
the groups and lead the discussions. Different topics were explored in groups 1 and 2 and during

group 3 the researcher revisited the 6 different topics to gather additional information.
2.4.4  Data collection

Prior to the commencement of the study, the researcher had been supervised by SHJ who
developed the original RfT approach. This had provided a comprehensive insight into the
therapy and potential benefits. The researcher was also involved in a case study looking at the
application of RfT for individuals with a more established diagnosis of BD. The researcher was
therefore aware that they were approaching the focus group study with a set of preconceived
ideas about the concept of personal recovery and the potential benefit of RfT for this client
group. The researcher aimed to facilitate the focus groups in an open manner, so participants
felt comfortable to give open and honest feedback about their ideas about personal recovery

and the intervention.

The first focus group was facilitated by the researcher and the service user representative.
Unfortunately, the service user researcher was not able to attend the subsequent groups and

therefore the researcher facilitated these alone. This may have had an impact on the results of
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the study, as participants in group one may have felt more comfortable with the service user
researcher present and therefore more willing to share their thoughts and opinions, compared

to groups 2 and 3.
2.4.5 Analysis

The focus groups were transcribed and analysed thematically using framework analysis (Richie
& Spencer, 1994). Framework analysis has become an increasingly popular way to analyse
primary qualitative data in the area of healthcare (Dixon-Woods, 2011). Framework was
considered a better choice than thematic analysis for the focus group data as it allows for both
deductive and inductive coding, emphasising how both prior issues and emergent data driven
themes should drive the analytic framework development (Parkinson et al., 2016). This approach
fitted with the aims of the study where there were predefined areas to explore (e.g., the
adaptions) but the researcher also wanted to be open to exploring new ideas. The interview
topic guide was used as a starting point to develop the categories for the framework. Five topics
formed the original framework which included living with BD in later life, experience of recovery
in later life, adapting RfT for older people, what support people want from a therapist during

therapy and the relationship with relatives and health professionals.

Richie and Spencer (1994) outline five stages of framework analysis; familiarisation, identifying
a framework, indexing, charting, and mapping and interpretation. The lead researcher read and
reread the three transcripts to aid the process of familiarisation. Any emergent early impressions
and ideas which seemed of potential interest and significance were noted on the side of the
transcripts. Once this was completed the initial coding of transcript one was completed by the
lead researcher (ET), using the original framework based on the topic guide and any emerging
codes and themes were noted. Transcript 1 was also read and coded (indexed) independently
by two members of the research team (SHJ) and (FL). Gale et al. (2013) maintain that at least
two researchers should independently code the first few transcripts. In this case, SHJ and FL
were only able to code the first of the three. However, ET, SHJ and FL met to discuss why the
coded sections had been interpreted as meaningful. Any new codes were discussed, and the
theoretical framework was developed based on these. At this stage, it would have been
beneficial to the analysis to involve a service user representative, as they would have potentially
offered an alternative viewpoint, ensuring one particular perspective did not dominate (Gale et
al, 2013). The new framework was then applied to transcripts two and three. A further meeting

took place between ET, SHJ and FL to discuss any more amendments to the framework, based
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on the emergence of new codes. The final framework was representative of the data collected

from all three focus groups.

When analysing and interpreting the results from the focus groups, the researcher highlighted
the potential role of bias and aimed to ensure that the results were an accurate reflection of the
participants ideas, rather than based on the team’s personal views on the topic. The participants
were positive about the development of the RfT-OA intervention, however, there were mixed
views about the concept of personal recovery. There appeared to be a division in the group with
some individuals questioning the concept of recovery in later life and they appeared to be more
aligned to the traditional view of clinical recovery. However, some identified with the more
personal concept of recovery and reported a range of strategies to support their recovery
journey. Both of these viewpoints were highlighted in the results and the subsequent paper to
ensure that this was taken into consideration when delivering RfT-OA and for future work in the

area. Additional supporting quotes can be found in appendix G.

Table 3 summarises the research methods used during study two.

Research Question Approach | Research Method | Data Analysis
design

How do older adults Qualitative | Focus group Focus Focus group | Framework

experience BD in later study Group transcripts analysis

life?

What is the experience Qualitative | Focus group Focus Focus group | Framework

of recovery in later life? study group transcripts analysis

Does RfT need to be Qualitative | Focus group Focus Focus group | Framework

adapted for older study group transcripts analysis

people?

What are the specific Qualitative | Focus group Focus Focus group | Framework

adaptations needed to study group transcripts analysis

develop RfT-OA?

What do older people Qualitative | Focus group Focus Focus group | Framework

with BD want from a study group transcripts analysis

therapist delivering RfT-

OA?

Table 3: Research methods used in study two
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2.5 Study three

The aim of study three was to evaluate the feasibility and acceptability of RfT-OA for older
people with BD. RfT-OA was developed specifically for use during study three, using the existing
RfT manual and the findings from the focus group conducted during study two. The study used
pre-specified criteria to interpret the findings in terms of feasibility and acceptability outcomes
for progression to a definitive RCT (see chapters five and six). The development of RfT-OA
followed the recommendations of the Medical Research Council (MRC) guidance on the
development and evaluation of complex interventions for health (Craig et al., 2013) as there are
specific recommendations for the progression to a definitive trial. The recommendations also
aim to help the researcher select the appropriate methods when designing interventions. The
MRC guidance emphasises the importance of assessing feasibility and acceptability, which can

highlight any aspects of the intervention that may need to be modified before a definitive trial.

The guidance recommends that during the feasibility and piloting stage, the development and
evaluation process should include testing procedures (e.g., randomisation), estimating both
recruitment and retention rates and determining sample sizes. This is important as it helps
prepare for a larger scale study by producing valuable evidence that certain procedures work or
it can help avoid wasting large amounts of resources on a study that is unlikely to answer the
research question (National Institute for Health Research, 2022). The MRC guidance also
encourages the use of a mixture of quantitative and qualitative methods to understand any
potential barriers to participation. The study was consistent with the CONSORT extension for

pilot and feasibility trials (Eldridge et al., 2016). Please see appendix H for CONSORT checklist.

The study had a number of different research questions:

1. Would clinicians refer older adults into an RCT?

2. Would older adults self-refer into an RCT?

3. Would older adults with BD consent to participate in an RCT of a psychological
intervention offered in addition to usual treatment vs usual treatment

4. Would older adults with BD complete follow-up assessments in a randomised controlled
trial?

5. Would older adults adhere to RfT-OA?

6. What were participants experiences of receiving RfT-OA?

7. What is the most appropriate primary outcome measure for a future trial?

8. What is an estimation of the sample size for a future trial?
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2.5.1 Study design

The study was a parallel, two-armed randomised controlled trial comparing up to 14 sessions of
RfT-OA in addition to treatment as usual (TAU), versus TAU alone, with an embedded (nested)
gualitative study to explore the acceptability of RfT-OA and research processes. An RCT design
was considered the most appropriate to explore the piloting of the study procedures for
progression to a future definitive, effectiveness trial. Randomised control trials are considered
the most reliable evidence on the effectiveness of interventions because of the rigorous
processes used during the conduct which minimise the risk of confounding factors influencing
the results (Akobeng et al., 2005). The randomisation process is also an advantage as it prevents
any deliberate manipulation of results. Participants are assigned during RCTs to specific groups
randomly. This prevents the researcher subconsciously assigning individuals to specific groups if
it seems they would get more benefit. If the researcher was able to do this, then the outcome
of the study may appear more positive and the results would be skewed. Using an RCT design is
also beneficial as the two groups can be directly compared against one another. For example, in
the current study, the researcher could identify whether there were any differences in the

completion of outcome measures, based on the assignment of the groups.

Realists have criticised traditional RCTS for not explaining the causal relationships that are
identified by not taking into account the influences of individual factors or social context (Porter
et al, 2017). The final set of data in RCTs is based upon central tendencies (e.g., means) and
therefore this does not account for heterogeneity within the sample, leading to a loss of
subjective information about the participants. In the present study, individuals had a diagnosis
of BD, however, their subjective experiences of the intervention may have been very different
and therefore this does bring into question how representative the mean is at an individual level.
To account for this, the researcher adopted a critical realist stance and planned qualitative
interviews with participants to understand their subjective experience. Another problem with
RCTs is that they do not take into account the history of each participant. Individuals who sign
up to research studies, especially those who self-refer, may be more highly motivated and have
tried other treatment options prior to taking part. This means that it may be difficult to

generalise the results to the rest of the population.
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Research Question Approach Research design | Method Data Analysis
Will clinicians refer Quantitative Experimental Randomised | Total number | Summary
older adults with BD Controlled of clinician statistics
into an RCT? Trial referrals

Will older adults Quantitative Experimental Randomised | Total number | Summary
with BD self-refer Controlled of self- statistics
into an RCT? Trial referrals

Will eligible older Quantitative Experimental Randomised | Total number | Summary
adults with BD Controlled of older statistics
consent to Trial adults who

participate in an provide

RCT of a consent

psychological

intervention offered

in addition to TAU

vs TAU

Will older adults Quantitative Experimental Randomised | Repeated Summary
with BD complete Controlled guestionnaire | statistics
their follow-up Trial measures

assessments at 24 (see table for

and 48 weeks? schedule)

Will older adults Quantitative Experimental Randomised | Total number | Summary
adhere to the RfT- Controlled of sessions statistics
OA intervention? Trial attended

What are Mixed Experimental Randomised | Rating likert Summary
participants Methods Controlled scales statistics
experiences of trial

receiving RfT-OA?

Phenomenology | Nested Semi- Content
qualitative structured analysis
study interviews

What is the most Mixed Experimental Randomised | Repeated Summary
appropriate primary | methods controlled guestionnaire | statistics
outcome measure trial measures Linear
for a future trial? (see table for | Models
schedule) Cox
Regression

Phenomenology | Nested Semi-
qualitative structured Content
study interviews Analysis

What is an Quantitative Experimental Randomised | Repeated Summary
estimation of the controlled guestionnaire | statistics
sample size for a trial measures Correlations
future trial? (see table for

schedule)

Table 4: Research methods used during study three
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2.6 Study three - Quantitative methods
2.6.1 Sample Size

Purposive sampling was used in the study as the sample was selected with a particular purpose
in mind (Trochim, 2006). The researcher aimed to recruit individuals who had a diagnosis of BD
and were over the age of 60. Participants were recruited from a number of different sources
including NHS Trusts in the North-West, service user support groups (e.g., Bipolar UK), Spectrum
Connect (a confidential database at the Spectrum centre which has contacts for over 500 people
with lived experience of BD), social media sites (e.g., Facebook; see appendix | for poster and
flyer). The recruitment target was set at 50 participants in accordance with recommendation for

sample sizes for feasibility / pilot trials (Lancaster et al., 2004).

2.6.2  Eligibility criteria

Inclusion Exclusion

A diagnosis of BD (I or Il) according to the Receiving concurrent psychological therapy
Structured Clinical Interview for the
Diagnostic and Statistical Manual of Mental
Disorders (SCID-5) research criteria A score of less than 22 on the Montreal
Cognitive Assessment (MOCA, Nasreddine,
2005).

Not in a current episode of mania,
hypomania, depression or mixed episode in
the last month

Aged 60 or above

Sufficient English language skills to
comprehend the assessments and
intervention content.

Table 5: Eligibility criteria for study three

For the present study, participants needed to meet criteria for BD according to the DSM-5. As
discussed earlier, using a diagnostic tool such as the DSM-5 can be helpful for research purposes
as they are standardised frameworks used to classify mental health diagnoses. This means
results from the study could be compared to other similar studies who have used the same
framework. However, an individual’s subjective experience can be lost within the diagnosis.
Individuals taking part in the study were also required to be out of episode. If a person taking
part was experiencing a manic or depressive episode, it would be hard to identify the impact of
the intervention. If the participants mood is relatively stable at baseline, it means the results are
more comparable across the groups. Participants were also excluded if they were receiving
psychological therapy at the time of the study, so the impact of the specific intervention could

be assessed. Participants had to score 22 or above on the MOCA (see appendix J) as a score of
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21 or below indicates the presence of a mild cognitive impairment on the measure. This would
mean that individuals may not have been able to comprehend the assessments or the

intervention content.
2.6.3 Data collection

The main aim of the trial was to evaluate the feasibility and acceptability of RfT-OA and identify
whether progression to a definitive trial was feasible. Therefore, data was collected on the
number of referrals per month, the recruitment sources (self-referral and clinician route), the
number of people assessed for eligibility and consented. Participant retention was evaluated
during assessment, intervention and follow-up periods (12, 24, 36 and 48 weeks) including
completion of outcome measures. Pre-specified criteria were used to interpret the findings in
terms of feasibility and acceptability outcomes for progression to a definitive RCT using a traffic
light system (green; feasible: amber; feasible with modifications: red; stop), which can be found

in both the protocol and the trial paper (chapters five and six)

Additional outcomes were also collected during therapy to assess the therapeutic alliance
including the Working Alliance Inventory — short form, client and therapist version (Tracey &
Kokotovic, 1989; see appendix K) and participants also rated the therapy on two scales: 1) how
useful they found the therapy from 0 (not at all) to 10 (extremely); 2) whether they would
recommend the therapy to a friend experiencing similar problems from 0 (definitely not) to 10
(definitely yes). See appendix L for the Likert scales. This information was combined with the
therapy retention rates and the data from the qualitative interviews as a way of further assessing

the acceptability of the intervention.
2.6.4 Baseline and follow-up outcome measures

The Structured Clinical Interview for DSM-5, research version (SCID-5-RV; First et al., 2015) was
delivered at baseline and multiple clinical and functional outcome measures were used to assess
participant attrition rates and to provide preliminary data on outcomes. Table 5 provides a list
of the measures used and Table 6 and 7 provide an overview of when each outcome was
collected. The specific measures were chosen based on the previous study evaluating RfT for
younger people with BD (Jones et al., 2015) and also in consultation with experts in both the BD
(SHJ, FL, SJ) and ageing field (KL, CD) prior to the development of the study protocol. The final
set of outcome measures was agreed by the service user researcher representative. They were
considered to be relevant to their BD experiences and representative of the outcomes they

would like to change during therapy.
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Observer measures (see appendix M*)

e Modified Longitudinal Interview Follow-up (SCID-LIFE; Keller et al., 1987), incorporating
the Structured Clinical Interview for DSM-5, research version (SCID-5-RV; First et al,
2015) the Hamilton Rating Scale for Depression (HRSD; Hamilton, 1960), the Bech-
Rafaelsen Mania Scale (MAS; Bech-Rafaelson et al., 1978).

e Personal & Social Performance Scale (PSP; Morosini, 2000)

Self-report measures (see appendix N)

e Bipolar Recovery Questionnaire (BRQ; Jones et al., 2013)

e Quality of Life in Bipolar Disorder scale (QoL.BD; Michalak & Murray, 2010)

e Internal State Scale (ISS; Bauer et al., 1991)

e Centre for Epidemiologic Studies Depression Scale (CES-D; Radloff, 1977)

e Work & Social Adjustment Scale (WSAS; Mundt et al., 2000)

e World Health Organisation Quality of Life scale (WHOQOL-BREF: WHOQOL Group.,
1995)

*The SCID-5-RV and SCID-LIFE are not included in the appendices due to copyright issues
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Measure

Follow up period

(weeks)

Baseline | 12

Face to | Phone

face

24

Postal/
online

Phone

36 48

Phone Phone

Postal/
online

SCID
MoCA
SCID-LIFE
HDRS
MAS

PSP

BRQ
QolL.BD
ISS

CES-D
WSAS
WHOQOL-
BREF

* ¥ ¥ %

¥ ¥ X ¥ X X ¥ ¥ ¥ ¥ ¥ ¥

* ¥ %X ¥

L R B R .

* ¥ %X ¥
* %X ¥ ¥

¥ ¥ ¥ ¥ ¥ %

Table 6: Schedule of assessments for baseline and outcome measures

Time point
Measure Session 3-4 Session 7-8 Session 13-14
WAI Client * * *
WAI Therapist * * *
Likert scale *

Table 7: Schedule of assessment for additional therapy outcome measures

2.6.5 Analysis - Feasibility and acceptability data

The key focus of the trial was based on issues of feasibility and acceptability of the intervention.

The majority of the analysis therefore was based around summary statistics used to estimate

key parameters: rates of recruitment, sources of recruitment, demographics of sample, and

retention to therapy and follow-up assessments.
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2.6.6  Analysis - Clinical outcome data

The trial was not powered to detect effectiveness; however, statistical techniques were
employed to see if there was a signal and to identify a potential primary outcome measure for
a future trial. Linear models were used to assess the effect of RfT-OA vs TAU alone on each
continuous outcome measure, with baseline value of the relevant measure as covariate. Time
to first relapse was analysed using time to event methods, including Kaplan-Meier plots and the
proportional hazards regression model, with time since last episode as covariate. Separate
analyses were performed for three types of relapse (any episode, depressive or manic). The
focus of the analysis was point estimation with 95% confidence intervals, rather than statistical
significance. P values were reported in the appendix of the trial paper for data completeness

(see appendix O).

To determine a sample size needed for a future trial, pooled standard deviations (SDs) for each
continuous outcome, and median time to relapse, were used to estimate key parameters
needed (in conjunction with data from other relevant trials (e.g., Walters et al., 2019).
Correlations between baseline and follow-up for the continuous outcomes were also estimated
as substantial correlations can be used to reduce the target sample size if linear modelling

techniques are used for analysis.

Each of the potential primary outcome measures were assessed in relation to their sensitivity to
change, completion rates and acceptability and this was explored during the qualitative

interviews.

2.7 Study three - Qualitative methods

To determine the acceptability of the intervention and the research processes, quantitative data
(e.g., number of sessions attended and dropouts) was combined with data from a set of
qualitative interviews. The data from the interviews was also used as part of the process of trying
to identify an appropriate primary outcome measure for use in a future definitive trial. If
participants had expressed strong opinions about a particular measure, then this would have

impacted on the choice of primary outcome measure for a future trial.
2.7.1 Sampling and sample size

The aim was to purposively sample 10-15 individuals who had received RfT-OA across key

characteristics (e.g., age, gender, attendance rates) to create a diverse sample of people and
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include people who both completed the intervention and also those who dropped out. This was
important so there was a balanced view which was not purely based on people that had

completed the intervention.
2.7.2 Data collection

A semi-structured interview (see appendix P for topic guide) was developed by the researcher
and another member of the research team (SHJ). Semi-structured interviews were chosen as the
aim was to subjectively explore the participants experience of the intervention. They also allow
for more flexibility than a structured interview as interesting areas which arise during the
interview can be explored further. The interviews were completed by a master’s student in the
department as the lead researcher delivered the majority of the therapy, therefore this may
have influenced the participants’ willingness to provide open and honest feedback regarding the
therapy and research processes. All participants were provided with a d information sheet about
the study (see appendix Q) and gave written consent (see appendix R). Interviews were audio-

recorded and transcribed prior to analysis.
2.7.3 Analysis

The interviews were analysed using content analysis as the researcher was interested in finding
out whether there were certain patterns in the data. Content analysis was chosen as it quantifies
the meaning of the text and the frequency certain themes occur. However, it has been criticised
as being too reductive, tending to simplify the data which can be problematic when there are
complex themes. The researcher followed the four main stages: the decontextualisation, the
recontextualisation, the categorisation, and the compilation of the data (Bengtsson, 2016).
During decontextualisation, the researcher familiarized themselves with the data which
included reading the interviews a number of times to get a sense of what ideas and impressions
were coming through. The data was broken down into ‘meaning units’ which are sentences or
paragraphs which contain aspects related to one another, based on the original aims of the
interview (Graneheim & Lundman, 2004). Each ‘meaning unit’ was labelled with a code, known
as ‘open coding process’ (Berg, 2011). The codes generated were both deductive, based on the
original questions from the interview and inductive based on the information from the
participant responses. During recontextulisation, the researcher returned to the interviews to
check whether all of the content of the interviews had been covered in relation to the original
aim. The interviews were re-read, alongside the ‘meaning units” and any unmarked text was
excluded if it did not correspond with the original aims of the study. During categorisation, the

meaningful units of data were condensed, this is where the number of words is reduced without
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losing content (Graneheim & Lundman, 2004). A number of different themes were created from
the meaningful units as a way of categorising the data. The data was summarised and

supporting quotes have been presented in the appendix of the main paper (see appendix S).

2.8 Research Rigour

Research rigor was considered at all stages throughout the thesis. Each of the three studies were

carefully planned to ensure they were conducted to a high standard.

2.8.1 Studyone

The systematic review used a rigorous systematic search strategy that was transparent and
reproducible which is expected as part of research rigor (Liberati et al., 2009). The researcher
met with a topic expert librarian to develop searches and to select the optimal combination of
databases to maximise the search retrieval. Research indicates that including a librarian at this

stage increases the rigor of the evidence produced (Rethlefsen et al., 2015).

Once the results of the searches were obtained and a rigorous screening process took place to
ensure the correct articles were included in the final results. All titles and abstracts (N=2663)
were screened by the lead reviewer and an independent secondary reviewer. There was
substantial agreement between the lead reviewer and secondary reviewer (k = 0.631;95% Cl,
0.564 to 0.699, p < .0005). 105 papers were eligible for full text screening, 33% of these were

also screened by the secondary reviewer with 100% agreement.

2.8.2 Study two

A number of steps were taken to ensure research rigor and establish trust and confidence in
relation to the findings from study two. To ensure credibility of the results, the research team
were reflexive in their approach, acknowledging their past history and any potential biases
they may have held with regards to the development of the intervention. Reflexivity in
qualitative research is viewed to be one of the critical pillars of qualitative research (Fontana,
2004). During the focus groups, the researcher asked open, non-directive questions,
maintaining a sense of awareness and openness to the answers provided. As discussed earlier

in the chapter, this reflective stance was also maintained during the analysis and write up. it
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was important to demonstrate the participants’ mixed views about certain concepts (e.g., their

view of recovery in later life), not just the preferential view of the researchers involved.

Another strategy to ensure rigor involved checking interview transcripts with all members of
the supervisory team and ensuring that the final framework was a representative of the entire
data set collected from the three focus groups. Finally, credibility of the results was also

demonstrated by using anonymised participant quotes to illustrate the research findings.

2.8.3 Study three

Rigorous processes were used throughout the development and the delivery of the RCT during
study three. As detailed earlier in the chapter, the development of RfT-OA followed the
recommendations of the Medical Research Council (MRC) guidance on the development and
evaluation of complexinterventions for health (Craig et al., 2013). The study was consistent with
the CONSORT extension for pilot and feasibility trials (Eldridge et al., 2016), enhancing the
transparency of the research methods. Randomisation was conducted by a clinical trials unit,
independent of the principal investigator. The study had an independent trial steering
committee (TSC) to ensure that the trial processes were conducted to the rigorous standards.
The TSC focused specifically on the progress of the trial, adherence to the protocol, and the
rights, safety and well-being of the participants. Finally, service user involvement was present
throughout the development of the trial. It was also present throughout the delivery of the RCT
with an independent service user reference group (SURG) ensuring the trial was fully anchored

within service user experience.

2.9 Public and patient involvement

It is widely acknowledged by policy makers, researchers and funders that patients and the public
should be involved in research (Greenhalgh et al., 2019). Greenhalgh et al. (2019) suggest the
three main arguments for involvement, which include firstly, the idea that patents have the right
to input into the research for their condition. Secondly, that patients and the public bring a real
world and lived experience view, which can improve the relevance of research, improve
recruitment and retention of participants, widen the representation of people involved in
research studies and improve the dissemination of findings beyond academia. Thirdly, that
knowledge is co-constructed, beyond a university setting, which increases accountability and

transparency of the research and may attract more resources as a consequence.
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Service user involvement has been an integral part of the thesis. Prior to developing the research
proposal, the researcher had been involved as both a researcher and a trial therapist on a
number of studies at the Spectrum Centre. During this time, both service-users and health
professionals had highlighted the lack of appropriate research opportunities (and also
therapeutic options) available for people over the age of 60 with a diagnosis of BD. This feedback
was an important part of the study process as it led the researcher to begin to explore the area
of older people living with BD. Initial investigations exposed a significant lack of research and

service development for this specific client group.

A service user researcher from the Spectrum Centre reviewed the initial proposal prior to
submission and gave detailed feedback, especially regarding the plans for the development of
the intervention. Their real-world view helped shape the course of the research and improve
the relevance. Once the project started, the service user researcher acted as a representative
throughout and was involved in all of the stages, ensuring the research was relevant and
methods were suitable. The service user representative reviewed the ethical proposal and the
participant information sheets, flyers and consent forms. The service user representative also
co-facilitated one of the focus groups with the researcher (unfortunately they could not attend

group two or three).

The participant information sheets, flyers and consent forms were also reviewed at the
Spectrum Centre’s advisory panel. This is a group of individuals with lived experience of mental
health problems who meet on a regular basis to ensure the work carried out is relevant and
focused on the needs of people living with BD. The advisory panel made decisions about the way
that the information was presented on the information sheets, flyers and consent forms,

ensuring it was an acceptable format and easily accessible to those who were interested.

A service user reference group (SURG) was formed after the focus groups were conducted which
was comprised of six older adults with lived experience of BD. The researcher met with the SURG
four times, where they consulted on the development and evaluation of the intervention. This
included the development of the intervention and therapy handouts. They also advised on
strategies for communicating the information effectively to ensure an inclusive and impactful

dissemination strategy.

Whilst there are numerous benefits of involving service users, there have been concerns that
PPI can be tokenistic in nature (Domecq et al., 2014). The researcher aimed to promote

collaborative, active engagement during the focus groups and work with individuals with lived
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experience as equals. On reflection, service users were not involved in all of the aspects of the
decision making regarding the final intervention offered during study three. Separate meetings
took place with the research team to conduct the analyses and a service user should have been
involved to offer a potentially different perspective. The researcher undertook tasks such as
literature searches alone and separate meetings took place with the research team to finalise
adaptions to the original RfT intervention. In hindsight, service user involvement should have

been present at all stages of the intervention design to ensure that it was truly co-created.

2.10 Ethics

In order for research to result in benefit and minimise risk of harm, it must be conducted
ethically. The research protocol was approved by Lancaster University and the UK National
Health Service (NHS) Ethics Committee process (REC ref: 15/NW/0330). Ethical and research
governance procedures were adhered to in accordance with the regulations of these bodies as
well as the British Psychological Society (BPS, 2009). Service user representatives advised on
study protocols and materials to ensure they were acceptable, sensitively worded and included
enough information for a person to make informed consent. The research was carried out in a

sensitive manner and confidentiality was maintained throughout.

2.10.1 Consent

All potential participants were provided with a detailed information sheet for each study (see
appendix T for RCT information sheet and appendix U for the consent form). This was so they
had all of the information they needed to make a fully informed decision about taking part in
the study. They were then given the opportunity to ask any questions about the study. If
individuals were happy to proceed, they signed a consent form. The consent forms were lengthy
as they needed to cover a number of different areas. The researcher noticed that people were
signing the consent form without fully reading the statements. To address this, the researcher
read the statements to the individuals to ensure they fully understood their involvement, prior

to providing consent.

2.10.2 Withdrawal

The researcher was aware that it might be difficult for some participants to withdraw from the
study due to feeling the pressure to continue their involvement or to want to please the

researcher / therapist. To account for this, participants were reminded throughout the research
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process and therapy sessions that their participation was voluntary, and they were free to

withdraw at any point without giving any reasons or experiencing any consequences.

2.10.3 Confidentiality

Confidentially was maintained throughout the research process. All participants were assigned
a unique ID code which was used on any hard copies of the questionnaires, on any study
databases and during the data analysis. Participants gave their consent to use anonymised
guotes as part of the focus groups and qualitative interviews. However, as the sample sizes were
smaller in both the focus groups and the qualitative interviews, it would be easier to identify
individual participants. To account for this, the demographic information in the focus group was

grouped together so their anonymity could be maintained.

2.10.4 Potential distress

The research involved people who have a diagnosis of BD and who are therefore considered to
be vulnerable adults. It was important to ensure that they were not caused any undue distress
as a result of the study. The researcher had substantial experience of conducting both research
interviews and therapeutic interventions prior to the commencement of the study. Some of the
questions in the SCID and SCID-LIFE interviews were of a personal nature and had the potential
to induce distress. To minimise any risk of distress, prior to the start of the interview, the
researcher discussed the nature of the questions. They reassured the participants that they
could have a break or stop at any time if they found the experience distressing. If there was any

upset during the interview, a call 24 hours after completion was offered by the researcher.

2.11  Researcher reflexivity

Krueger and Casey (2014) suggest that individuals may be more likely to share information with
people that are more like themselves. | was aware of the potential differences in age, gender,
ethnicity and background between myself and the participants when designing and delivering
the study. | was therefore approaching the research from a somewhat ‘outsider’ perspective
being a younger Asian female. | do however have a very close family member who has BD and
have grown up witnessing the impact of living a life with BD. This lived experience has driven an
interest in working in the field from an early age and has at times provided an ‘insider’ position.
| was aware during the focus groups to remain neutral and not offer personal views, which felt
difficult at times, especially when there were certain topics that felt very relevant. My role in

the focus groups was to be on the periphery and facilitate an open conversation with
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participants. The use of the topic guide helped me to maintain a neutral stance throughout.
During therapy, my role changed and where helpful and appropriate for the client, | was able to
share a little about my ‘insider’ knowledge of the complexities of living a life with BD. Over the
years, | have become aware that my ability to empathise and understand from an ‘insider’
perspective has significantly enhanced my therapeutic relationships with clients. This was
evident during the delivery of the intervention during the trial and reflected by the high

attendance during my therapy sessions.

As discussed earlier in the chapter, the supervisory team (SHJ and FL), had prior experience of
running a RfT trial with younger individuals with BD and | had been involved in a case series of
RfT for individuals with a more established diagnosis of BD. We were aware that we were
bringing our own history to the planning and the conduct of the research. Throughout the
research process, we reflected on this and aimed to involve service users at various stages of
the thesis to ensure that we were developing a study that was tailored to their specific needs,

not based on our own preferences as researchers.

The development of a psychological therapy for older people with BD has had both a significant
personal and professional impact. Prior to starting the research, | had worked with people with
BD for a number of years. | was aware of some of the difficulties they had experienced with
accessing psychological therapy, partly due to previous assumptions regarding the medical /
biological underpinnings. Alongside this, older people have been subject to stereotypes, which
may have affected their access and uptake of psychological therapies. Developing an
intervention for a group of individuals who had experienced stigma based on their age and
diagnosis felt very important to me, and much needed. | still feel very motivated and driven to
develop the work further so there is equal access to evidence-based care for everyone who
experiences mental health difficulties, regardless of diagnosis or age. On a personal level, my
relative will move into later life and knowing that | can contribute towards the development of

an intervention that is potentially beneficial for her, feels a great privilege.

During the course of the thesis, | have learnt a lot about myself as a researcher. Whilst being
very driven to develop a therapy for older people, there have been times where | have had to
challenge my own assumptions about older age. | have gained a lot from working with older
people and learnt so much about the possibility of change in later life. Older people have faced
many different obstacles throughout their life lived with BD and with this in mind, therapy

should always start with a focus on their strength, resilience and wisdom.
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CHAPTER THREE

A systematic review of psychosocial functioning and quality of life in older

people with bipolar disorder

Page 60
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ABSTRACT
Background

There is evidence to suggest that older people with BD are more likely to demonstrate poor
levels of functioning and score lower on well-being scales compared to non-clinical controls,
even when in remission (Depp et al, 2006). To our knowledge, this is the first review paper to

identify how quality of life and functioning has been measured in an older adult BD population.
Methods

We conducted a systematic review of studies including a quantitative measure of psychosocial
functioning or quality of life and older people over the age of 50 with a formal diagnosis of BD |

orll.
Results

Eleven studies were included in the review. They reported using seven different measures of
psychosocial functioning and three measures of quality of life. The most commonly used
measure of functioning was the Global Assessment of Functioning Scale (GAF) which was used

in seven of the studies.
Limitations

The review used a comprehensive and systematic search strategy, however, very few eligible
studies were available for review. The pooled analyses and reported means must be interpreted

with caution due to the relatively small sample sizes.
Conclusions

There was significantly variability across the GAF, indicating that older people with BD are
presenting with a wide range of functioning, ranging ‘major impairment’ to ‘superior’ scores.
No existing validated measure assessing the psychosocial functioning or quality of life of older
people with BD could be identified. Such a tool should be developed for use in future research

with older adults with BD.

Keywords

Bipolar disorder, older adult, psychosocial functioning, quality of life, systematic review
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BACKGROUND AND RATIONALE

Bipolar Disorder (BD) is a mood disorder, characterised by episodes of depression and mania or
hypomania, affecting approximately 2.4% of the global population (Merikangas et al, 2011). BD
is classified as a lifelong, recurrent condition, associated with functional decline and a reduction
in quality of life (Michalak et al, 2005; Bonnin et al, 2012). It has been ranked as one of the top
20 causes of the global disease burden (Vos T et al, 2013). Previous studies have shown there is
considerable functional impairment in adults with BD, even whilst their mood is stable (e.g.,
Rosa et al, 2008; Goetz et al, 2007; Strakowski et al, 2000). Similarly, studies have found that
quality of life is impaired when individuals are both in episode and euthymic (e.g. IsHak et al.

2012 and Michalak et al, 2005).

Currently, the impact of living with BD in older adulthood has received far less attention than
the adult population. There is evidence to suggest BD in later life may be more complex, with
poorer cognitive functioning compared to non-clinical older adults (Gildengers et al, 2007),
which may impact on functioning and lead to social, domestic, recreational and financial
difficulties (Chen et al, 2017). There are also high levels of medical co-morbidity, (Lala et al,
2012, Tsai et al, 2009), with a higher risk for cardiovascular and respiratory conditions compared
to aged matched controls (Rise et al, 2016). This may impact on quality of life as individuals are
not able to engage in activities that they previously found enjoyable (Tyler et al, 2021). Depp et
al. (2006) found that older people with BD were more likely to demonstrate poor levels of
functioning and score lower on well-being scales compared to non-clinical controls, even when
in remission. The negative effects on a person’s functioning and quality of life can not only
impact on the individual, but also the caregivers. The role can be extremely challenging and

impact upon the caregiver’s own quality of life (dos Santos et al, 2017).

The report from the International Society for Bipolar Disorders Task Force (Sajatovic et al, 2015)
cites the lack of research and service development focused on older adults with BD. Given that
the number of older people living with BD will increase dramatically over the next few decades
due to our aging population (United Nations, 2019) and that there is improved awareness of the
condition (Hein et al, 2020), it is important to increase our understanding of BD in later life.
Sajatovic et al. (2015) stipulate that our understanding must progress from generalising
information from mixed age groups to studies developed specifically for the older adult BD

population.

To address the lack of research in the area, the present study aimed to identify how psychosocial

functioning and quality of life have been measured in older adults with BD. Once studies have
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been identified, data will be extracted to summarise levels of functioning and quality of life
across studies that have included older people with BD. The purpose of this is to increase our
understanding of the condition and help identify whether there are any measures that have
been psychometrically examined for reliability or validity using an older adult BD sample for

future research with this population.

Aims and objectives

The current study aims to explore ways to assess quality of life and psychosocial functioning in
older adults with BD. The objectives are to identify what measures have been used to assess
quality of life and functioning with older people with BD and to describe the distribution of

psychosocial functioning and quality of life scores for widely used measures.
Research questions

1. What measures have been used to assess quality of life and psychosocial functioning
in older adults with BD?

2. What is the distribution of psychosocial functioning and quality of life scores for
older people with BD for the most widely used measures?

METHODS
Protocol registration

The protocol was pre-registered on PROSPERO 2020 CRD42020200169. Available from:

https://www.crd.york.ac.uk/PROSPERO/display record.php?RecordIiD=200169

Eligibility criteria

Inclusion

Studies were included if they:

e Included a sample of individuals diagnosed with BD | or Il with a formal diagnosis
according to Diagnostic and Statistical Manual (DSM-III, DSM-IIIR, DSM-IV, DSM-IV-TR &
DSM-V) or the International Classification of Diseases (ICD-9 or ICD-10) or a sample of
mixed diagnoses which reported the scores of those with BD separately

e Included participants over the age of 50 or a sample of mixed ages which reported the

scores of those over the age of 50 separately (based on the International Society for
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Bipolar Disorders Task Force (Sajatovic et al, 2015) recommendations to define older
adults with BD =50 years).
e Included a quantitative measure of psychosocial functioning or quality of life
Were published in a peer-reviewed journal as a full article or short report.

Exclusion criteria

Studies were excluded if they were:

e Editorials, comments, letters to the editor, book chapters, case series, or
dissertations/theses (i.e., grey literature).

e Not written in the English language due to no resources for translation.

Search methods and Information sources

The review adopted a comprehensive search strategy. Search terms were informed by previous
Cochrane reviews for BD (e.g. Justo et al, 2007; Morriss et al, 2007) and functioning (Crotty et
al, 2010) and systematic reviews investigating quality of life (e.g. Warkentin et al, 2014). Limiters
in search engines were set to include peer reviewed studies, studies in the English Language,

human participants only. There were no limiters set on publication date.
Search terms
Group one

“bi polar” OR “bi-polar” OR bipolar OR “mania*” OR “hypomani*” OR “mood disorder*” OR

“mood disturbance*” OR “mood swing*” OR “affective disorder*” OR “affective illness*”
Group two

“older adult” OR “older person” OR “old age” OR “elderly” OR “elderly person” OR “senior” OR
“geriatric*” OR “retire*” OR “pension*” OR "over 50" OR “older adult” OR “older person” OR
“old age” OR “elderly” OR “elderly person” OR “senior” OR “geriatric*” OR “retire*” OR

“pension*”

Group three

“psycho social” OR “psycho-social” OR “psychosocial” OR “psychological functioning” OR “social

functioning”

Group four
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“health-related quality of life” OR “health related quality of life” OR “quality of life measure” OR
IIQOL”

The group terms were also combined with the appropriate MeSH headings / subject headings in
each database. The search method was as follows: group one AND group two AND group three

OR group four.

Databases Medline, PSYCH-INFO, AMED and CINAHL were chosen following discussion with a
University of Lancaster Librarian as their topic areas were within the scope of the review. Highly
relevant papers were identified by the research team and test searches took place in February
2021 to ensure they were retrieved using the search strategy. The final database search took
place at the end of April 2021. The reference lists of included articles were screened to identify

any more potential eligible papers for the review.
Study selection

The lead reviewer (ET) and a second reviewer (BH) independently screened all of the titles and
abstracts. Any inconsistencies were shared with the wider team and discussed until an
agreement was attained. Cohen’s Kappa was used to assess the agreement between the two

reviewers at the title and abstract screening stage.

The lead reviewer (ET) checked eligibility of all full texts using the inclusion and exclusion criteria.
Additionally, the second reviewer (BH) independently assessed 30% of full texts. Extracted
information included; type of study, study sample (e.g., age range, diagnosis, setting), the
specific measure of psychological functioning or quality of life, the mean and/or median,
standard deviation and/or range of scores. Please see supplementary information for an

example of the data extraction form.
Data analysis

The mean and/or median, standard deviation and/or range of scores from each included study
sample were extracted from the included articles (see table 1). Where studies used the same
measure, a cross study mean and SD was calculated to identify the distribution of scores across
the studies. The means and SDs were pooled and weighted based on their study sample size

according to Cohen’s formula (Cohen, 1988; Zientek and Yetkiner, 2010).
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RESULTS

2663 titles were initially identified (once duplicates were removed) and screened by the lead
reviewer and an independent secondary reviewer (BH) by title and abstract. There was
substantial agreement between the lead reviewer and secondary reviewer (k = 0.631;95% Cl,

0.564 to 0.699, p < .0005).

105 papers eligible for full text screening, 33% of these were screened by the secondary reviewer
with 100% agreement. The final number of papers included in the review was 11. The most
common reason for exclusion at this stage was not reporting results for the older people taking

part in the study. The number of studies excluded are shown in figure 1.
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MEDLINE search PsychINFO search CINAL search AHMED search
2114 476 273 3
L J
Total search (minus
duplicates)
2663
Excluded during title
»| and abstract screen
b4 2558
Eligible for full text
Excluded following full text E screening
screening (N= 54} 105

Mo separate older adult
sample (N =72)

Mo separate BD sample (N =
11)

Incorrect publication type (N =
4)

No DSM / ICD diagnosis (N =3)

No separate scores for Qol or
functioning measure (N = 2)

No measure of QoL or
functioning (N = 1)

Mot written in English language
(N=1)

Figure 1: Flow diagram

Number of titles
included in review

11
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Authors and | Study title Study Study type N Age (s.d) Gender | Diagnosis / Current Quantitative | Mean (s.d) | Median
date location % Classification | mood state measure (1QR)
female | system
Comes et al. | Functional Barcelona, Observation | 33 68.7 (8.5) | 51.5% A formal Euthymic Functioning 19.2 (11.4) | Not
(2017) Impairment in | Spain al, cross- diagnosis of Assessment available
Older Adults sectional BDlorBD I Short Test from
With Bipolar according to (FAST) paper
Disorder the DSM-IV
Dautzenberg | The care needs | Amsterdam, | Cross- 78 68.5(7.8) | 48.7% A formal 60% of the The Global GAF =65.0 | Not
et al. (2015) | of older Netherlands | sectional diagnosis of | sample were | Assessment (11.2) available
patients with BDlorBD I in remission of from
bipolar according to functioning paper
disorder the (GAF)
DSM-IVTR
Manchester
Short MANSA =
Assessment 61.9 (8.2)
of Quality of | 5.2 per
Life (MANSA) | item
Depp et al. Medication San Diego, Quasi- 21 60.0 (6.1) | 24% A formal Unknown Short-Form SF-36 Not
(2007) adherence California experimenta diagnosis of of the Physical available
skills training I clinical trial BDlor BD I Medical functioning | from
for middle- according to Outcomes -70.3 paper
aged and the Study (24.4)
elderly adults DSM-IV Quality of
with bipolar Life Scale SF-36 Role
disorder: (SF-36) limitations
development — physical
and pilot study health -
59.4 (41.7)
Dols et al. Psychiatricand | Amsterdam, | Cross- 101 69.0 (7.8) | 53.4% A formal Unknown Global 63.1(11.8) | Not
(2014) Medical Netherlands | Sectional diagnosis of Assessment available
Comorbidities: BDlor BD Il of from
Results from a paper
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Bipolar Elderly according to Functioning
Cohort Study the (GAF)
DSM-IV
Liao et al. Differences in | Taipei, Cross- 113 59.8 (5.5) | 59% A formal A score <5 on | Global GAF=75.7 | Not
(2020) outcomes Taiwan Sectional diagnosis of | the Young Assessment | (10.2) available
between older BDIorBD Il | Mania Rating | of from
community- accordingto | Scale and Functioning paper
dwelling the Hamilton (GAF)
patients with DSM-IV Depression
bipolar Rating Scale The Strauss—
dlsc?rder anc! total score Carpenter SCS=123
schizophrenia <7 Scale (SCS). (3.0)
with illness continuously
onset at young for 2 months
age
Martino et Neurocognitiv | Buenos Cross- 66 63.7 (8.0) | 68.2% A formal Euthymic The General 77.8(10.8) | Not
al. e Aires, Sectional diagnosis of Assessment available
(2018) heterogeneity | Argentina BDlorBD I of from
in older adults according to Functioning paper
with bipolar the (GAF)
disorders DSM-IV
Martino et Neurocognitiv | Buenos Cross- EO =20 EO=69.1 | EO= A formal Euthymic The General | EO=76.4 Not
al. (2013) e functioning Aires, Sectional (6.7) 90% diagnosis of Assessment (12.8) available
in early-onset Argentina BDl or BD I of from
(EO) and late- according to Functioning paper
onset (LO) LO=20 LO=669 |LO= the (GAF) LO=725
older patients (6.6) 75% DSM-IV (9.9)
with euthymic
bipolar
disorder
Orhanaetal. | The Amsterdam, | Cross- 63 66.0 49% A formal Unknown Social and Not 65 (15)
(2018) relationship the Sectional (10.0), diagnosis of Occupational | available 35-85
between Netherlands BDl or BD Il Functioning from paper
cognitive and according to Assessment
social the Scale
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functioning in DSM-IVTR (SOFAS)
older patients The Social
with bipolar Participation 12 (4),
disorder Scale (SPS) 5-17
Parikh and Quality of life Maharashtr | Cross- 100 68.2 (5.8) | 41% A formal Behaviourally | World Health | 53.4 Not
Panse (2020) | in elderly a, India Sectional diagnosis of | stable during | Organization available
bipolar BD according | clinical quality of from
disorder to the ICD-10 | interview life-BREF paper
patients DCR criteria
Tsai et al. Cognitive Taipei, Cross- 52 66.0 (6.5) | 75% A formal Euthymic Global GAF=69.6 | Not
(2007) impairment in | Taiwan Sectional diagnosis of Assessment (12.2) available
later life in BDI of from
patients according to Functioning paper
with early- the (GAF)
onset bipolar DSM-IV
disorder Strauss— SCS=10.8
Carpenter (3.4)
score (SCS)
Tsai et al. Cognitive Taipei, Case— 59 71.1(5.9) | 66.1% A formal Euthymic Global GAF=68.0 | Not
(2009) Dysfunction Taiwan control diagnosis of Assessment (10.8) available
and Medical study BDI of from
Morbidity in according to Functioning paper
Elderly the (GAF) scale
Outpatients DSM-IV
With Bipolar Community CPS=13.9
Disorder Psychiatric (4.7)
Rating
Scale (CPS)

Table 1: Summary of key study characteristics
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Description of included studies

11 papers were included in the review (see Table 1) with a total of 726 participants, including
nine cross-sectional studies (Comes et al, 2017; Dautzenberg et al, 2015; Dols et al, 2014; Liao
et al, 2020; Martino et al, 2018; Martino at el, 2013; Orhan et al, 2018; Parikh and Panse, 2020;
Tsai et al, 2007), one case-control study (Tsai et al, 2009) and one quasi-experimental clinical
trial (Depp et al, 2007). Studies were carried out in countries across the world including; the US,

Taiwan, India, Argentina, the Netherlands and Spain. Sample sizes varied from 20-113.

Participants mean ages ranged from 59.8 (s.d. 5.5) to 71.1 (s.d. 5.9) years with seven out of 11
studies having higher proportions of women than men (range from 52% to 90%). Ten out of the
11 studies included individuals diagnosed with BD | or Il according to Diagnostic and Statistical
Manual (DSM-IIIR, DSM-IV, DSM-IV-TR) and one study used the International Classification of
Diseases (ICD-10 DCR) criteria.

Question 1

What measures have been used to assess quality of life and psychosocial functioning in older

adults with BD?

11 papers reported using 10 different measures of psychosocial functioning and quality of life
since 1997, which is the date that the first paper included in the review was published (see table
1). This includes seven measures of functioning and three measures of quality of life. The most
commonly used measure of functioning was the Global Assessment of Functioning Scale (GAF)
which was used in seven of the papers. The second most used measure was the Strauss-

Carpenter Scale (SCS) which was used in two of the studies.

Measure name Overall number of
uses

Global Assessment of Functioning

The Strauss—Carpenter Scale

Social and Occupational Functioning Assessment Scale

Functioning Assessment Short Test

The Social Participation Scale

Community Psychiatric Rating Scale

Short-Form of the Medical Outcomes Study Quality of Life Scale SF-
36

Manchester Short Assessment of Quality of Life

World Health Organization quality of life-BREF quality of life | 1
assessment
Table 2: List of functioning and quality of life measures used in the 11 papers.

RR(R Rk NN

=
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Question 2

What is the distribution of psychosocial functioning and quality of life scores for older people
with BD?

The most frequently used measure was the Global Assessment of Functioning (GAF; Endicott et
al, 1976) which is used to rate social, occupational, and psychological functioning. The GAF
measures how much an individual’s symptoms affect their day-to-day life on a scale of 0 to 100.
The higher the score on the GAF, the better the person’s level of functioning. The pooled GAF
score (see table 2) of 70.18 (s.d = 11.10), is based on data from 509 older people with BD and
indicates an individual who has; ‘some mild symptoms or some difficulty in social, occupational
or school functioning, but generally functioning pretty well and has some meaningful
interpersonal relationships’ (American Psychiatric Association, 1994). The pooled analysis for the
GAF indicates that 68% of the sample scored between 81.28 and 59.08 (one standard deviation
above / below the mean), 13.5 % scored between 81.28 and 92.38 and 47.98 and 59.08 (two
standard deviations above / below the mean) and 2.5% scored between 92.38 and 103.48 and
47.98 and 36.88 (three standard deviations above / below the mean). However, there is a ceiling
effect as individuals cannot score above 100 on the scale. A score of between 71 and 80
represents someone who has “no more than a slight impairment in social, occupational or school
functioning (e.g., temporarily falling behind in school work) which significantly contrast with
individuals scoring lower on the scale with a score of between 31-40 representing ‘some
impairment in reality testing or communication, or major impairment in several areas such as

work or school, family relations, judgement, thinking or mood”.

The Strauss—Carpenter Scale (SCS; Strauss and Carpenter, 1972) was used in two studies (Liao et
al, 2020 and Tsai et al, 2007). It is a prognostic scale, measuring four areas of functioning;
hospitalisation, work, social activity and symptoms, scored out of a possible 16, with an
established cut-off point of 14 for remission (Alberich et al, 2016). The pooled SCS score (see
table 2) from 165 older people with BD was 11.97, below the cut-off point for remission. The
pooled analysis indicates that 68% of the sample scored between 15.09 and 8.85 (one standard
deviation above / below the mean), 13.5 % scored between 15.09 and 18.21 and 8.85 and 5.73
(two standard deviations above / below the mean) and 2.5% scored between 18.21 and 21.33
and 5.73 and 2.61 (three standard deviations above / below the mean). This finding suggests
significant variability in scores on the SCS, with approximately 16% of individuals scoring above

the cut-off point for remission according to Alberich et al. (2016).
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Measure Number of | Combined | Pooled age | Pooled Pooled SD
studies with | N mean
data
The Global Assessment | 7 509 66.00 70.18 11.10
of Functioning
The Strauss-Carpenter | 2 165 61.74 11.97 3.12
Scale

Table 3: Pooled analysis of most widely used measures.

Three quality of life measures were found across the 11 studies included. Scores on these
measures ranged across the studies. Parikh and Panse (2020) used the WHOQOL-BREF scale and
the mean score was 53.40, indicating poor quality of life for older adults (Silva et al, 2014). The
SF-36 was used in Depp et al. (2007) study and consists of eight scaled scores, transformed into
a 0-100 scale, with the lower the score indicating more disability. The scores ranged from a low
31.3 (SF-36 Role limitations — emotional health) to a higher 70.3 (SF-36 Physical functioning).
Quality of life was evaluated in Dautzenberg et al. (2015) study using the Manchester Short
Assessment of Quality of Life (MANSA; Priebe et al. 1999) which rates satisfaction with various
aspects of life. The MANSA score was 5.2 which is the mean of the 12 individual item scores,

ranging from 1 (very dissatisfied) to 7 (very satisfied).

DISCUSSION

The aim of the review was to identify how quality of life and psychosocial functioning has been
measured in older people with BD and to identify whether there were any measures that have
been psychometrically examined for reliability or validity using an older adult BD sample for
future research with this population. Once identified, we aimed to describe the distribution of
scores for the most widely used measures to improve our understanding of how the condition

presents in later life.

In this systematic review, we identified seven measures of psychosocial functioning and three
measures of quality of life, across 11 research studies. This low volume of research contrast with
findings from adults of working age with BD. Akers et al. (2019) identified 379 research studies
reporting 38 different measures of social and occupational functioning, published since 1981.

With regards to quality of life, a recent systematic review and meta-analysis of cross-sectional
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case-controlled studies including adults with BD found 23 eligible studies and reported four

different measures of quality of life (Pascual-Sanchez et al, 2019).

The most frequently used measure in this review was the GAF, used in seven of the studies
included. The GAF is a global measure of functioning not specifically validated for use with
individuals with BD. Only two of the seven functioning measures identified, the SCS and the
Functioning Assessment Short Test (FAST;, Rosa et al, 2007) have been psychometrically
examined for reliability or validity using a BD only sample. None of the three quality of life
measures (WHOQOL-BREF, SF-36 and MANSA) identified have been validated using a BD sample.
Furthermore, none of the ten measures identified in this review have been psychometrically

examined for reliability or validity in an older adult BD only sample.

The GAF was also the most frequently used measure found in Akers et al. (2019) review, with
166 overall uses since 1981 with working age adults. In the current review, the pooled average
GAF score was 70.2 (s.d = 11.10), indicating individuals “experiencing some mild symptoms or
some difficulty in social, occupational or school functioning”. The pooled score for working aged
adults was 63.63 (s.d =12.68) which falls into the same category as that for the older adults,
albeit slightly lower. Similarly, to Akers et al (2019), there was significantly variability across the
scale, indicating that some older adults were presenting with ‘major impairments in several
areas’, however, others were scoring at the top of the scale with ‘superior functioning in a wide

”m

range of activities”. These findings support the existing literature focused on working aged
adults where BD is associated with significant impairments in areas of functioning such as work,
family and social life (Sanchez-Moreno et al, 2009). There are, however, also a proportion of
individuals with BD that maintain at least adequate levels of occupational and social functioning
whilst living with the condition (MacQueen et al., 2009). There is also evidence to suggest that
some individuals with BD exhibit higher levels of functioning compared to the general

population and excel in areas such as creativity (Goodwin and Jamison, 2007; Johnson et al,

2012).

One advantages of the GAF is its wide-ranging scale, which allows representation for individuals
scoring on the higher end of the scale. A recent study (Lomastro et al, 2020) with adults with BD,
aged 18-65 years found that having a diagnosis of BD Il, a higher educational level, and better
performance in verbal memory, attention, and executive functions independently predicted
high psychosocial functioning (scoring 90 or more on the GAF). Developing an understanding of

the factors that influence higher functioning for older people with BD is important. This will
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increase our understanding of the condition in later life and help shape effective therapeutic

interventions for those presenting with lower levels of functioning.

The GAF was eliminated from the DSM-5 in 2013 for a number of reasons, including the
observations that the overall score often correlates with the person’s severity of symptoms,
rather than the levels of impairment (Gold, 2014). This has been supported by a number of
studies that have found that the GAF might be mediated by symptoms (Samara et al. 2014;
Suzuki et al. 2015). Interestingly, studies included in the present review where the sample is
euthymic (indicating a neutral mood with few symptoms), have a higher average score on the
GAF, representing a better level of functioning, compared to those where the current mood
state was unknown. The Social and Occupational Functioning Assessment Scale (SOFAS;
Rybarczyk, 2011) was developed from the GAF and included in the Diagnostic and Statistical
Manual for Mental Disorders 4" Edition (American Psychiatric Association, 2000). The SOFAS
gives a more accurate portrayal of functioning as it is independent of the person’s severity of
psychological symptoms (Rybarczyk, 2011). Only one of the studies (Orhan et al, 2018) included
in the current review used the measure, however Aker’s et al (2019) found the SOFAS was used

in 29 different research studies with working aged adults.

The SCS was used in two of the studies in the present review. In Aker’s et al’s 2019 review, they
found the SCS had been used 18 times since 1981, with four uses in the past 10 years,
demonstrating a reduction in its use over time. The SCS has now been psychometrically
examined for reliability or validity using a BD only sample (Alberich et al, 2016) and therefore
we may see an increase in the use of the measure in BD research. Alberich et al (2016)
established a cut-off score of 14 for remission, with a higher score indication better functioning.
The pooled score for this review was 11.97, indicating individuals were still having some mild
difficulties with functioning, and consistent with the pooled scored from the GAF. A
disadvantage of the SCS is it does not provide a range of functioning levels only a cut off for
remission. Therefore, scales such as the GAF and SOFAS have an advantage as they have a wide
range of possible scores which can indicate both problematic and superior functioning, allowing

more insight into the person’s presenting difficulties.

Only three quality of life measures were found across the 11 studies included. The scores on the
measures ranged across the studies. Parikh and Panse, (2020) used the WHOQOL-BREF scale
and reported scores indicating poor quality of life for older adults, whereas Dautzenberg et al
(2015) used the MANSA which indicated moderate satisfaction with various aspects of life. Depp

et al (2007) used the SF-36 which consists of eight scales and reported a range of scores from
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low to higher levels of perceived health and well-being (Depp et al.,2007). Limited conclusions
can be drawn from the findings due to the small number of studies including a quality of life

measure and the inconsistent pattern of scores.

The findings from the current systematic review confirm previous reports that the impact of BD
on older adults and its relationship with psychosocial functioning (Nivoli et al., 2014) and quality
of life (Parikh and Panse, 2020) has received little attention. This finding for older adults with
BD mirrors a review focused on the quality of life of older people in general staying at home as
they age, rather than aging in residential care. They found a small number of studies reported
the assessment of quality of life (Vanleerberghe et al, 2017), even though a number of
international action plans focused on aging highlight the importance of improving quality of life
for people as they age (World Health Organisation, 2015; Tesch-Roemer, 2012; Malva and
Bousquet, 2016). A recent review found 44 available quality of life instruments for use with
people with mental health problems (van Krugten et al, 2021). Only one of the 44 was developed
specifically for older people, the World Health Organization Quality of Life Questionnaire — Older
Adults Module (Power et al, 2005) and this was not used in any of the studies in this review.
Therefore, it appears that there are a wide range of quality-of-life instruments available for

younger people, compared to measures developed specifically for an older adult population.
Strengths and Limitations

There are a number of strengths to this review. A comprehensive and systematic search strategy
to identify relevant papers was used. All identified titles and abstracts were double screened by
two reviewers, with substantial agreement. Thirty-three percent of eligible papers for full text
screening were also screened by both reviewers, with 100% agreement. However, very few
eligible studies were identified to review, therefore the pooled analyses and reported means
must be interpreted with caution due to the relatively small sample sizes. Secondly, the mood
state of included participants was unknown in a number of the studies. Participants may have
been symptomatic which may have affected their score on the GAF and the pooled analysis for
the study. Additionally, studies written in another language were excluded from the review due

to resource constraints for interpretation and therefore the results may not be generalisable.
CONCLUSION

The present systematic review identified very few studies reporting the assessment of
psychosocial functioning and quality of life in older people with BD, especially when compared

to working aged adults with BD (Akers et al, 2019). The GAF was the most frequently used
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measure of functioning, used in seven of the 11 studies included in the review. There was
significantly variability across the scale, indicating that older people with BD are presenting with
a wide range of functioning, consistent with working aged adults (Akers et al, 2019). More
studies focused on understanding functioning and quality of life for older people with BD are
needed, particularly as the effects can not only impact on the individual, but also the caregivers
(dos Santos et al, 2017). As no existing validated measure assessing psychosocial functioning or
the quality of life of older people with BD could be identified, such a tool should be developed

for use in future research with the population.
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ABSTRACT

Objectives: As the world’s population ages and there is increased awareness of Bipolar Disorder
(BD) the number of older people living with the condition will rise substantially. There is no
current evidence base for the effectiveness of psychological interventions for older adults with
BD. This focus group study explored a number of topics to inform the development and delivery

of a recovery-focused therapy (RfT) for older adults with BD.

Design: A qualitative focus group study.

Setting: Three focus groups were conducted at a University in the North-West of England.

Participants: Eight people took part in the focus groups; six older adults with BD, one carer and

one friend.

Results: Participants responses clustered into 6 themes: 1) health and age-related changes in
later life, 2) the experience of BD in later life, 3) managing and coping with BD in later life, 4)

recovery in later life, 5) seeking helping in the future 6) adapting RfT for older people.

Conclusions: Participants reported a range of health and age-related changes and strategies to
manage their BD. Participants held mixed views about using the term ‘recovery’ in later life.
Participants were in agreement that certain adaptations were needed for delivering RfT for older
adults, based upon their experience of living with BD in later life. The data collected as part of
the focus groups has led to a number of recommendations for delivering RfT for older adults

with BD.
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ARTICLE SUMMARY

Strengths and limitations of this study

To our knowledge this is the first study to involve older adults with BD to shape and develop a

psychological intervention specifically for their cohort.

The study was designed and conducted in consultation with service user representation

throughout, enhancing the quality, value and the relevance of the study.

The clinical recommendations for delivering RfT for older adults have been developed in

partnership with individuals with lived experience of BD, carers and healthcare professionals.

The individuals with lived experience taking partin the group were not representative of all older
people with BD. They were all White British and all had (or had retired from) a professional

working background.
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BACKGROUND

Approximately 25% of individuals living with Bipolar Disorder (BD) are age 60 or over (1). As the
world’s population ages (2) and awareness of the condition increases, the number of people
living with BD into later life is expected to rise substantially. Research indicates that older adult
specific services are better placed to meet the needs of those with mental health problems in
later life, when compared to general adult services (3). The National Institute for Health and
Care Excellence BD guideline (4) suggests that older adults with BD should be offered the same
treatments as younger people, however there appear to be unique, clinical characteristics that

feature in the older population (5), that may impact on their needs and response to treatment

(6).

Older people with BD follow a chronic and persistent course (7), with recurrent mood episodes
continuing beyond the age of 70 (8). The clinical features include poorer cognitive functioning,
even during periods of mood stability (9), which may impact on functioning, leading to problems
with finances, domestic roles, mobility and social and recreational activities (7). Rise et al’s (10)
systematic review found that older people with BD are more likely to present with conditions
such as diabetes mellitus, cancer, thyroid disorder and hypertension compared to age matched
controls. Older people with BD may be twice as likely to experiences stressful life events
compared to healthy controls such as changes in familial structure, retirement, housing and
finances (11), which can act as triggers for mood episodes (7). Studies have found that older
people with BD are more likely to experience depressive episodes (12, 13) and there is some

evidence to suggest milder episodes of mania, compared to their younger counterparts (14)

At present, there is no evidence base for the effectiveness of psychological interventions for
older adults with BD. The aim of the study was to conduct a number of focus groups with people
with lived experience of BD in later life, to adapt a recovery focused therapy (RfT) intervention
developed for younger adults (15), so it could be offered to people over the age of 60. The focus

group work sits within a larger study which consists of two phases (16).

The key aims of the focus groups were to: (1) explore the extent to which the original RfT
intervention was acceptable to older adults with BD, (2) identify whether any adaptations would
be needed to the existing manual and what support older adults would want from a therapist
during therapy, (3) explore the experience of BD in later life; including the relationship with

relatives and health professionals and the concept of recovery with BD.
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METHOD

Design

The study was approved by the UK NHS Ethics Committee process (REC ref: 15/NW/0330). The
British Medical Journal (BMJ) and the Medical Research Council (MRC) recommend the
incorporation of qualitative research in the process of complex intervention development (17,
18). Focus group methodology (19) was chosen because the researcher was interested in
understanding the topics from a diverse range of perspectives, moderating the discussion from
a peripheral role (20). The Standards for Reporting Qualitative Research (SRQR) were adhered
to and a copy of the checklist can be found in the supplementary information (Supplementary

file 1).

Patient and public involvement

Patients and public involvement (PPI) representatives were involved in the study design process
from the outset. The team has a service user advisory panel, led at the time by RL. The panel
provided feedback on the original grant application and reviewed study documents, including
participant information sheets, consent forms and topic guides. At the end of the focus group,
participants were invited to remain in the study and form the service user reference group

(SURG) to contribute towards the design, implementation and dissemination at phase two.

Sampling and recruitment

Participants were recruited via a confidential database of individuals who have previously
consented to being approached about potential involvement in research studies. To be eligible
to take part in the study, participants were required to identify themselves as a person over the
age of 60 living with BD or be a relative or a friend of an older adult with BD (to offer a diverse
range of perspectives), have the capacity to provide informed consent and have sufficient

English language skills to read the information sheet and take part in the discussions.

We aimed to recruit approximately 6-12 participants, a combination of males and females, to
take part in the focus groups, consistent with focus group methodology (19, 21, 22). We
intended to recruit at least 6 people with lived experience of BD in later life and additional carers,
relatives or friends to broaden the discussion. All interested individuals were invited to attend

each of the 3 focus groups.
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Topic guide for focus groups

A topic guide was developed with the research team (ET, SHJ, FL and RL) and designed to loosely

structure the focus group and lead the discussion. See supplementary file 2 for focus group

topics and content. Different topics were explored in groups 1 and 2 (see table 1) and during

group 3 the researcher re-visited all 6 topics to gather more rich and detailed information and

ensure that all participants taking part had the opportunity to express their ideas on each of the

areas. See table 2 for who attended each group.

Focus group Topics explored
1 1. Overview of proposed therapy
2. Living with BD in later life
3. Experience of recovery in later life
2 4. Adapting RfT for older people
5. What support people want from a therapist during therapy
6. Relationship with relatives and health professionals
3 1. ALL Topics re-visited

Table 1: Focus group topics

Procedure

The groups were conducted at a University in the North-West of England and lasted for

approximately 90 minutes, consistent with focus group methodology (19). The first focus group

was facilitated by two members of the research team (a service user researcher and the lead

researcher). The service user researcher was not able to attend groups 2 and 3 which were

facilitated by the lead researcher alone. All groups were audio recorded, and transcribed prior

to analysis. All participants provided written informed consent.
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ANALYSIS

The focus groups were transcribed and analysed thematically using framework analysis (23), a
popular way to analyse primary qualitative data in the area of healthcare (24). This allows for
both deductive and inductive coding, with concepts or themes identified as coding categories a
priori to be combined with other themes that emerge de novo (24). Five topics formed the
original framework; living with BD in later life, experience of recovery in later life, adapting RfT
for older people, what support people want from a therapist during therapy and the relationship

with relatives and health professionals

Furber (25) identified five phases of framework analysis; familiarisation, a theoretical
framework, indexing, charting and synthesis. The three transcripts were read and re-read by
the lead researcher (ET) to aid the process of familiarisation, before undertaking the initial
coding for transcript 1. Two members of the research team (SHJ and FL) independently read and
coded (indexed) transcript 1. A meeting took place within the team (ET, SHJ and FL) to discuss
the transcript, why the coded sections had been interpreted as meaningful and to discuss new
codes and the development of the theoretical framework. The new framework was then applied
to transcripts 2 and 3. Team meetings took place to discuss any further amendments to the
framework, based on the emergence of new codes. The final framework was a representative

of the entire data set collected from the 3 focus groups.

Reflexivity

The researcher was aware that they (and other members of the research team) were
approaching the study with a set of pre-conceived ideas about the recovery focused approach
and the direction of therapy. SHJ developed the original recovery focused CBT manual for an
adult BD population. SHJ and FL were involved in a recently completed a trial exploring its
feasibility and acceptability (8). Subsequently ET, SHJ and FL were involved in a case series
looking at the application of this approach for individuals with a more established BD diagnosis.
The researcher aimed to facilitate the discussion regarding these topics in an open fashion to
ensure that the participants felt able to give open and honest feedback about the approach.
Similarly, when analysing and interpreting the results, the role of potential bias was highlighted
to ensure that the results were a true reflection of the participants ideas, rather than the team

selecting the responses which aligned with their personal view on the topic.
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RESULTS
Participants

All participants were invited to attended each focus group; however, this was not achievable
due to their various commitments and therefore we were flexible in response to their
availability. As shown in table 2, eight participants took part across the 3 focus groups attending
1-3 groups each; 6 service users with lived experience and 1 carer and 1 friend (who also had a

diagnosis of BD and identified herself as moving into later life).

Participant P001 P002 P003 P004 P005 P006 P007 P008

number

Focus group 1,2 1,2,3 1 1,2 1,3 1,2 2,3 2

attended

Age 48 73 77 67 77 49 71 67

Service user/ | Friend Service Service Service | Service Carer Service | Service
user user user user user user

carer/ friend

Table 2: Participant characteristics for sample

Participants with lived experience ages ranged from 67 to 77 years (M = 72), with an established

diagnosis, ranging from 8 to 38 years.
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Participant characteristic N (6)

Ethnicity
White British 6
Gender
Male 3
Female

Length of Diagnosis

Less than 10 years

10-15 years

15-20 years

20-30 years

30+ years

Current occupation

Retired

Director of a company
Occupation prior to retirement
Director of a company

Company secretary

Teacher

University researcher

Nursing

Past experience of psychological
therapy

Yes

No 2
Type of therapy
CBT 3
Mindfulness 1

w

RPN R R R

= U

Yl

Table 3: Participant characteristic for individuals with lived experience
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PRELIMINARY THEME

FINAL THEME

SUB-THEME

LIVING WITH BD IN LATER

LIFE

HEALTH AND AGE-RELATED

CHANGES IN LATER LIFE

Cognitive symptoms
Behavioural changes
Physical symptoms
Social network changes

Loneliness and isolation

LIVING WITH BD IN LATER

LIFE

EXPERIENCE OF BD IN

LATER LIFE

Change in psychological symptoms
Identity
Stigma

Guilt and shame

LIVING WITH BD IN LATER

LIFE

RELATIONSHIP WITH

RELATIVES AND HEALTH

PROFESSIONALS

MANAGING AND COPING

WITH BD IN LATER LIFE

Psychological help
Self-management

Medication

Distraction

Importance of a meaningful activity
Help from health professionals

Help from relative

EXPERIENCE OF

RECOVERY IN LATER LIFE

EXPERIENCE OF RECOVERY

IN LATER LIFE

Person’s concept of recovery

Messages from health professionals about
recovery

Management strategies to achieve
recovery

Gaining a meaningful activity to aid
recovery

The importance of hope
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SUPPORT FROM THE SEEKING HELP IN THE Building relationship with therapist
THERAPIST FUTURE Therapist transparency

Important goals for therapy
Building on strengths and resilience
Harder to seek help

Time running out to change

ADAPTING RfT FOR ADAPTING RfT FOR Session length

OLDER PEOPLE OLDER PEOPLE Memory and learning techniques
Enhancing the therapeutic experience
Using clear and simple language

Making study materials interesting and
accessible

Booster sessions to optimise outcomes

Table 4: Themes

Themes

There was a great deal of rich data regarding how participants described perceived changes
during their later years. Once the team met to code focus group 1, using a combination of both
inductive and deductive analysis, they agreed that the framework should be revised to reflect
the data. The original topic “living with BD in later life” was broadened to encompass 3 themes;
“health and age-related changes in later life”, “experience of BD in later life”, “managing and
coping with BD in later life”, following an inductive approach. Initial topics of interest
“relationship with relatives and health professionals” became subthemes within the new theme
“managing and coping with bipolar in later life”. The original topic “what support people want
from a therapist” became a new theme “seeking helping in the future”. The original topics of
interest “experience of recovery in later life” and “adapting RfT for older people” became the

final themes, following a deductive approach. Please see table 4 for the preliminary and final

themes. Additional example quotes can be found in supplementary file 3.
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Theme 1: Health and age-related changes in later life

In general, the group appeared to have experienced a number of changes in later life. These
included physical problems (e.g., arthritis, back problems and hearing difficulties), cognitive
changes (e.g. decline in memory, concentration and increased distractibility) and behavioural
changes (e.g. not playing sport or reading any longer). There was a sense of frustration and
sadness about not being able to engage in activities that they had previously enjoyed. What was
interesting in this context, was how they made sense of these changes in relation to their BD
diagnosis. With regards to their difficulties with memory and concentration, the group had

trouble identifying whether this was part of the natural process of ageing or caused by their BD.
“Now how much of this is due to I’'m getting older; how much is due to bipolar?” P002, FG2

This was particularly confusing as many people noticed differences in their memory depending
on what mood state they were experiencing. So generally, when they felt low, they felt their
memory difficulties worsened, however when their mood was higher some participants

reported their memory problems appeared to dissipate.

“I am...on the ball. | can remember anything...As soon as my mood starts to dip then | start to

not. | can’t remember what | did the day before” PO01, FG2”

The group reported changes in their family, work and social structure, meaning they had more

time on their hands, which for some led to feelings of loneliness.
“I've lost such a lot of good friends...such a lot gone...Il miss some of them around me” P004, FG1

Whilst changes in family, work and social structure are commonly reported by older adults (20),
for this group having a life history of BD appeared to have had an additional impact. The group
found having more time to themselves and dwelling upon events that had happened in the past
(often related to situations that had arisen or been exacerbated by their behaviour whilst in a
mood episode), led to feelings of guilt and shame. It was interesting that these stories were
relayed with regrets that still felt quite raw, with people wishing they had behaved differently

and treated family members with more respect.

“Coming to terms with events that have happened and you can’t understand why that happened

and why you did that....and with all the embarrassment to cope with” P0O01, FG1.

For other individuals in the group, not having to worry about the pressures of working life was

seen in a more positive light with regards to the effect on their mood.
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“I don’t have the stress of working life... and probably the stress makes it worse” PO07, FG3

Theme 2: Experience of BD in later life

The group all reported a lifelong history of mood instability. In general, they felt their experience
of both mania and depression had changed over the years, although patterns of change varied.
What was common to all was a need to make sense of why this change was happening. Some
people felt that they had fewer episodes now they were older, whereas others felt they had
more but they were shorter and milder. In general, the group felt that they experienced more
lows than high mood currently and some individuals felt their depressions had worsened over
time compared to when they were younger. With regards to their depression, one participant

stated:

“I have a knock down every day, two hours. Not heavy but | just close down” P002, FG1

In relation to mania, the majority of the group felt that their episodes were not as intense as
they had been previously. The carer in the group described how their relative’s mania was less

physical and more cognitive than previously:

“It wasn’t physical...It was more lots of disturbed thoughts” PO06, FG1

The impact of living a life with a persistent mental health problem was evident within the group.
Over the years they felt they had experienced stigma from society and a change in their social

networks.

“And people think because you’re mentally ill, in inverted commas, that you need to be treated

differently” PO05, FG3

Some members of the group felt they were now struggling with their sense of identity which

had impacted on their confidence and self-esteem.

“I think it loses itself because you can’t do the things you did... who am | now? What have | got

to contribute?” P002, FG3

This struggle appeared to be linked to the combined consequences of the ageing process and

the repeated episodes over the lifespan where the regrets still felt salient.

“I have to say my confidence is zilch now because of the events” P002, FG3

However not all members of the group were experiencing these problems: one individual

described himself as having a very “solid identity...with that workload” (P007, FG3) which he
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attributed to the fact that he had a voluntary job. Another lady felt she had re-established her

identity by going out and mixing with people and building up a community for herself:

“I’'m a member of various organisations... I've got an activity every single day and I’'m mixing with

people and this helps enormously” (PO05, FG3).

Here, the length of time since diagnosis does not appear to be a factor (PO07 had a fairly recent
time since diagnosis of 8 years and P0OO5 received her diagnosis 26 years ago). Instead, having a
role, a sense of purpose and belonging appears paramount to maintaining and enhancing a

person’s self-worth and resilience in later life.

Theme 3: Managing or coping with BD in later life

The group had used a range of strategies over the years to manage their BD, including
medication, psychological therapies, and self-management strategies. All of the group (apart
from the relative) reported that they were taking medication and in general felt it had helped to
stabilise their episodes of BD. However, there were concerns about the effects of taking
medication on their memory and concentration, which seemed to be intensifying as people were

taking the medication over longer and longer periods of time.

Two members of the group had experience of their psychiatrist reducing their medication as

they got older. They both felt that they had been over-medicated prior to the reduction.

“They saw | was a zombie and | didn’t think | was capable of anything” (P005, FG1)

They both felt positive about the care that they had received from their psychiatrist in relation

to the medication reduction.

The group acknowledged a change in approach over recent years with regards to psychological
therapy and the majority of the group had some experience of psychological therapies (see table
1). A few members wondered about what other older friends with BD might think if offered a

psychological approach.

“I’'m not sure he would find that... a bit weird. A bit like whacky. Because he’s nearly sixty, he’s

never been offered anything....” PO01, FG1

Some members of the group felt they had learnt to manage their BD more effectively as they
became older. Over the years, they felt they had learnt strategies to self-manage the condition

through their own experience of living with BD and reading available information. They felt they

99



were able to stabilise themselves more quickly in response to mood fluctuations, reporting

conscious lifestyle changes including looking for triggers.

“l read up on it and | learnt all my trigger points; | now identify the illness whereas before | just

thought it was the way my life was going” P0O05, FG1

One participant attributed this change in self-management to her CPN. The enhanced sense of
responsibility to manage her own condition appeared a key factor in building the therapeutic

relationship. This appeared to be significantly different to the care she had received in the past.

“Having a really good CPN who has given me responsibility, and believes in me, has really helped”

(PO05, FG3).

However, another participant felt that they were still engaged in a struggle with professionals
which had persisted over the years. There was a sense of disappointment and frustration
regarding the ongoing battle with professionals and an awareness that stigma related to living a

life with BD may still be evident within some services.

”

“We'’re still fighting professionals who don’t believe that we are capable of what we truly are

P005, FG1

The group used distraction as a way of coping on a more day to day basis, reporting activities
such as gardening or voluntary jobs as a way of keeping the mind occupied and not focusing on
past events. However, one group member acknowledged how distraction only worked as a

strategy in the short-term.

“If you’re doing something that doesn’t require a lot of concentration, these things come back to

the mind” P002, FG1

There appeared to be a mixture of experiences in relation to the help that individuals had
received from relatives and friends to cope with their BD over the years. Maintaining a strong
and supportive network of people around the person with BD was highlighted as an important
coping factor by a number of group members, particularly as the person reaches their later years

as roles change (e.g., retirement, family structure changes) and loneliness can become apparent.

Participants were able to identify times where they had found input from a relative/ friend

helpful:

“if I went on a low my partner, my mate, my working partner knew the symptoms and he’d tell

me, you know ... you’ve got to be careful...” PO04, FG1
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However, one participant felt that her episodes were triggered by her husband’s behaviour and
now he was no longer in the home, her mood was stable and she in a stronger position to cope

with her BD episodes.

“I no longer have that trigger so | am stable” PO05, FG3

Theme 4: Experience of recovery in later life

The concept of recovery in later life was introduced using the quote from the Scottish Recovery
Network (see supplementary file 1). There appeared to be a division in the group with regards
to their concept of ‘recovery’ in later life and their ability to recover with BD. Some participants
questioned if the word recovery felt too final and a word like ‘stability’ may be more appropriate.
These individuals were aligned with the traditional ‘clinical’ view of recovery and felt that being

‘recovered’ meant not experiencing any symptoms of BD in the future.

“Recovery means you’re recovered.... You’re cured and bipolar can’t be cured...” P0O01, FG1

Recovering with BD felt like an unachievable aim:

“Something that I look for beyond the horizon” P0O02, FG1

In this sense, these participants questioned their ability to ‘recover’ in later life and to what
degree they could move on and change. There appeared to be a link between their perception

and messages they had received in the past about recovery.

“I've been told that you can never recover from bipolar” P002, FG1

However other members of the group felt they were ‘recovered’ or were in the process of
recovering. One individual described how recovery for the mental health team was the person
not going back into hospital, whereas for them it was getting back to work or engaging in a
meaningful activity. Therefore, he was able to differentiate between the messages from

professionals regarding ‘clinical recovery’ and their own personal recovery journey.

Participants who identified with the more personal concept of recovery reported a range of
strategies to support their recovery journey; setting a goal and engaging in a meaningful activity
felt important, alongside the use of medication and self-management strategies. They

acknowledged how important hope was as part of their recovery journey.

“You need hope” (P004, FG1)
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In general, there was this strong sense of wanting to contribute to society and look for new

opportunities following their lifetime of repeated episodes and transition into later life.
“It’s about setting out the right goals as well...isn’t it?” (P004, FG1)

Despite having to deal with the combined societal stigma of BD, and becoming older, some
people could clearly identify benefits from these simultaneous circumstances. There was a sense
that they had really ‘survived’ the struggle with living a life with bipolar and could use this wealth

of experience and knowledge to help their younger counterparts.

“Our experiences in life have given us knowledge that we can help other people much better...we

know what works and what doesn’t” (PO05, FG1)

Others found it harder to see these benefits, and seemed to have their own stigma regarding
becoming older and the limitations this puts on opportunities for personal growth and

development:
“I’m not sure at my age just to what degree | can move on” (P002, FG1).
Theme 5: Seeking help in the future

Nearly all the members of the group had experience of psychological therapies in the past (see
table 1). They were positive about the development of a tailored intervention specifically for
their age group and they had some very clear ideas about the sort of relationship they would

like with a potential therapist.

“They need to have listening skills. They need to be adapting body language and tone of voice
and pitch of voice. They need to be empathic...they need to be aware of the sort of problems we

face...be able to get our trust” PO05, FG3

They wanted to be treated with dignity and respect, but there was an additional need in this
group for there to be a shared understanding of the wealth of experience the older person with

BD was bringing to the therapeutic relationship.

They wanted transparency when it came to acknowledging any differences between the
therapist and the client with regards to age, gender, ethnicity and the therapist’s lack of BD
diagnosis. They felt it was very important for the therapist to spend time building a relationship,
allowing time at the beginning and the end of the session to really get to know the person and
their living history. It was felt more time might be needed for this as their histories were often

longer and more complex as a result of their age.
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“It’s about having that personal relationship...It takes two to three sessions to get the

confidence” PO04, FG2

The group wanted the therapist to work on issues such as assertiveness, confidence building and
improving competence, maintaining an encouraging stance throughout. This seemed to be
driven by a need for the therapeutic process to help challenge some of the stigmatising views of

older adults in our society:

”

“We need loads of encouragement and appreciation that we are valued members of society

P005, FG1

In relation to seeking help, participants reflected on their own experiences and wondered if they
would only engage in therapy when they were in an episode, perhaps influenced by negative
experiences of care in the past. The carer in the group felt their relative found it harder to seek
help now she was older because the repeated episodes over time (and limited life-span) had led

to a greater sense of hopelessness.

Theme 6: Adapting RfT for older people

With regards to the specific recovery-focused intervention, the group appeared positive in
general about the development of the specific therapy. They felt that the optimum session time
was 50 minutes to an hour. They felt that it was necessary to make some adaptations to the
therapy, based upon their experiences of living with BD in later life and the changes they had
experienced. With regards to memory difficulties, they felt using strategies such as repetition
and association would be helpful and writing summaries at the end of each session and revisiting

these at the beginning of the next session.

“When you get older, you know, with sight problems and hearing problems you just need more

resources... things written down... sort of more back up” P008, FG2

They suggested using images, film or audio recordings as a way of enhancing a person’s

therapeutic experience.

The group emphasised the importance of using clear and simple language and making study

materials accessible and visually interesting.

“Some large sort of text...if it’s complicated, it could be simplified” PO06, FG2

The group were mixed in their opinion of how many sessions, some suggesting 6-8 sessions

would be optimal and others thought up to a year was needed. The group suggested that
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booster sessions would be helpful at the end of therapy to re-visit strategies and enhance

outcomes.

“If you’ve learnt some practical strategies...especially with CBT...then you’ve had some time to

practice on your own” P008, FG2
DISCUSSION

The aim of this study was to better understand the experience of living with BD, the concept of
recovery and to explore whether any adaptations were needed to the existing therapy RfT
manual. The findings suggest that the group were experiencing similar health and age-related
changes compared to other older people living with BD, such as changes in cognition (26) and
an increase in physical health conditions (27, 28). The group also appeared to be experiencing
the same issues as older people with other mental health issues such as losses, loneliness and
isolation (29). However, the consequence of having more time on their hands in later life (due
to a reduction in social networks and loss of roles (e.g. work) presented a specific challenge to
this group of people. Time alone offered the opportunity to ruminate on negative events that
had happened in the past which appear to be more salient in this group of people due to the
nature of BD, raising issues such as guilt and shame. Interestingly, some participants felt a sense
of stigma from mental health professionals and society in general which appeared to be

enhanced by simultaneous condition of living with BD into older adulthood.

In general, the group reported an increase in lower mood which is consistent with previous
research indicating older adults with BD present more predominantly with depressive symptoms
(12, 13) and milder episodes of mania, consistent with previous research (14). Laidlaw, Kishita
and Chellingsworth (30) highlight that depression is not an automatic outcome of old age or an
inevitable response to challenges of ageing. Therefore, developing an understanding for the

predominance of depressive symptoms for older people with BD is important.

There were differences in the group’s concept of recovery and whether the term was useful to
describe their experience of living and coping with BD over the life-span, based on whether they
saw this as a clinical or personal concept. A study exploring the concept of recovery in older
people versus younger people with mental health problems found that the older generation
were not aiming towards a new or revised sense of identity (31). However, those who identified
themselves as managing their difficulties competently felt they had sustained or recovered their

sense of self. Findings from the current study support this as individuals who held positive views
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about their recovery journey and were engaging in meaningful activities, were the ones who felt

their self- identity and confidence was now intact.

Whilst the group appeared positive about the development of an intervention for this
population, one member questioned how other older people may perceive it. Research has
found that older adults with depression do hold positive opinions about psychological therapy
and if offered a choice would prefer them over psychotropic medication (however they may be

less likely to be offered or receive this; 32)

Considerations for clinical practice

The themes generated from the focus groups have led to a number of important
recommendations for clinicians when delivering recovery focused therapy for older people with
BD. There were consistencies with younger individuals’ priorities for recovery, where hope has
been highlighted as a key part of the recovery process (33). The group had clear ideas about
what they would like from a therapist and wanted to work on areas of personal growth such as
building assertiveness, confidence and competence. These targets identified with older people
align with findings from Jones et al’s (15) RfT trial with a younger cohort where improvements
in personal recovery were associated with improvements in personal growth and self-esteem
(34). The group identified a number of adaptions they thought would be helpful for RfT for older
people, based upon their experience of living with BD in later life. These were consistent with
guidelines developed for working with an older adult client group (30). There was a strong sense
of the need to be valued and respected for their ‘survival’ of BD and the challenges which have
presented throughout their lifespan. Knight and Laidlaw (35) identify ‘wisdom’ as a useful frame
of reference when identifying and developing goals for working with older depressed people.
Therefore, building upon a person’s ‘wisdom’ and life skills learnt in the face of adversity feels

like an important part of the therapeutic process with this client group.

This is the first study to involve older people with BD to shape and develop an intervention for
their cohort, enhancing the quality, value and relevance of the recommendations. The
recommendations have been used in the second phase of the programme of work which has
evaluated RfT for older people in a randomised controlled trial (16). They also provide a helpful
framework for clinicians working with older people with BD in wider clinical practice, based upon
the service user’s priorities. The recommendations are summarised in table 5 and map onto the

6 themes identified in the results section.
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CONSIDERATIONS FOR DELIVERING RfT for older people

Recovery stance

e Explore the person’s concept of recovery (traditional versus personal recovery). (4)

e Identify whether the word feels acceptable to use or find another to describe. (4)

e |dentify and build upon any pre-existing strategies which have helped the person
progress on their recovery journey. (4)

e Use ‘hope’ as a key message for helping a person progress towards their recovery
goals. (4)

Symptom management

e Identify specific health and age-related changes which may be impacting upon a
person’s current presentation. (1)

e Explore whether there has been a change in symptoms over time (e.g. more
depressive state now) and how they have coped with this. (2)

e Beaware that the consequence of repeated episodes over time (and limited life-span)
may have led to a greater sense of hopelessness for change. (2)

e Allow time to explore issues such a guilt and shame in later life and the impact upon
mood episodes now. (2)

e Explore the person’s experience of receiving care from both relatives and health
professionals and how this has affected their attitudes towards new opportunities for
support. (3)

Specific adaptations

e Session length from 50 minutes to an hour. (6)

e To enhance memory and learning; use strategies such as repetition and association
and write summaries at the end of each session (revisiting these at the beginning of
the next session). (6)

e Use images, film or audio recordings as a way of enhancing a person’s therapeutic
experience. (6)

e Use clear and simple language and making study materials accessible and visually
interesting. (6)

e Consider the use of booster sessions at the end of therapy to re-visit strategies and
enhance outcomes. (6)

Therapist values

e Spend time building a relationship, exploring a longer and potentially more complex
history, allowing time at the beginning and the end of the session. (5)

e Treat the older person with dignity and respect, develop a shared understanding of
the wealth of experience the person with BD brings to the therapeutic relationship
(challenging any perceived stigma the person may identify with related to living with
BD as an older person). (5)

e Provide transparency and acknowledge any differences between the therapist and
the client with regards to age, gender, ethnicity and the therapist’s lack of BD
diagnosis. (5)

Therapist focus

e Nurture pre-existing strengths and acknowledge the resilience already present of
living a life with a long condition term. (5)

e Work on building assertiveness, confidence and competence to manage bipolar
related experiences, maintaining an encouraging stance throughout. (5)

Table 5: Considerations for delivering RfT for older people
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*1= Health and age-related changes, 2= experience of BD in later life, 3 = managing and coping with BD in later life, 4 = experience

of recovery in later life, 5 = seeking help in the future, 6 = adapting RfT for older people).

Strengths and Limitations

The service user researcher co-facilitated the first group with the aim of facilitating open and
honest discussions. They were able to identify with a lot of the issues raised by the group and

their presence in the first group may have had some impact on some of the discussions.

When drawing any conclusions from the data it is evident that there are a number of
methodological limitations which must be addressed. The individuals with lived experience
taking part in the group are not representative of all older people with BD. They were a small,
self-diagnosed group of people from the north-west of England who had an active interest in
taking part in the study. They were all White British and all had (or had retired from) a

professional working background.

Finally, the study employed a careful analysis to explore patterns in the individual’s accounts of
experience. However, all studies that are based upon self-report are constrained by the context

and also subject to recall bias.

CONCLUSIONS

The study aimed to explore a number of topics relevant to living with BD in later life and use this
information to enhance the pre-existing recovery focused therapy for older adults. In general,
the group were positive about the development of a therapeutic approach for this specific
cohort. They were able to give insight into the realities of living with BD across the life-span. The
group highlighted a number of challenges that they had faced; however, nurturing the resilience
and wisdom developed as a product of coping with adverse circumstances appears to be a key

part of what they want from the therapeutic process.

Word count: 5479

107



DECLARATIONS

Ethics approval and consent to participate

The study was approved by the UK National Health Service (NHS) Ethics Committee process
(REC ref: 15/NW/0330). All participants were asked to provide written consent prior to the

focus groups.

Consent for publication

An unsigned copy of the consent form is available on request. All participants signed the
consent form which provided consent to participate in the study and for their anonymised

data, including quotations to be used for publication.

Availability of data and materials

The focus group(s) content and topics are available as a supplementary file 1. There are also
additional quotes in supplementary file 2. The transcripts cannot be published or made
available if requested to protect the anonymity of the participants who took part in the focus

groups.

Competing interests

None declared.

Funding

This study was funded by the National Institute for Health Research through the Doctoral

Research Fellowship programme. Grant No DRF-2014-07-094.

Author contributions

All authors contributed to development and preparation of the study design and topic guide.

ET and RL conducted the focus groups. ET led the analysis, with contributions from FL and SJ.

108



ET wrote the draft of the manuscript, which was proofed, edited and approved by FL, SJ and

RL.

Acknowledgements

The authors would like to thank all of the individuals who took part in the study.

109



REFERENCES

1. Sajatovic, M., Gyulai, L., Calabrese, J.R., Thomas, R., Thompson, M.D., Wilson, B. et al. (2005)
Maintenance treatment outcomes in older patients with bipolar | disorder. Am J Geriatr

Psychiatry, 13, 305-311.

2. United Nations (2019): Population. https://www.un.org/en/sections/issues-

depth/population/index.html. (2019). Accessed 12 Oct 2020

3. Abdul-Hamid, W. K., Lewis-Cole, K., Holloway, F., & Silverman, A. M. (2015). Comparison of
how old age psychiatry and general adult psychiatry services meet the needs of elderly people
with functional mental illness: Cross-sectional survey. The British Journal of Psychiatry: the

Journal of Mental Science, 207(5), 440-443.

4. National Institute for Health and Care Excellence (NICE). Bipolar disorder: assessment and
management. 2014. https://www.nice.org.uk/guidance/cg185/chapter/1-
Recommendations#managing-bipolar-depression-in-adults-in-secondary-care-2. Accessed 3

Dec 2020.

5. Hein, L., Dols, A, Eyler, L. T (2020) Bipolar disorders in older adults. In: Hantke, N., Etkin, A.,
O'Hara, R. Handbook of Mental Health and Aging (3rd Edition). Academic Press. Elsevier Inc, p

135-147.

6. Aziz, R., Lorberg, B., Tampi, R.R (2006) Treatments for late-life bipolar disorder. Review Am J

Geriatr Pharmacother 4(4):347-64

7. Chen, P., Dols, A,, Rej, S., & Sajatovic, M. (2017) Update on the epidemiology, diagnosis, and

treatment of mania in older-age bipolar disorder. Curr Psychiat Rep, 19(8), 46.

110



8. Angst, J., Gamma, A, Sellaro, R., Lavori, P.W., Zhang, H (2003) Recurrence of bipolar
disorders and major depression. A life-long perspective. Eur Arch Psychiatry Clin Neurosci,

253(5), 236-40.

9. Samamé, C., Martino, D.J., Strejilevich, S.A (2013) A quantitative review of neurocognition in

euthymic late-life bipolar disorder. Bipolar Disord, 15, 633—-44.

10. Rise, I.V., Haro, J., Gjervan., B (2016) Clinical features, comorbidity, and cognitive

impairment in elderly bipolar patients. Neuropsych Dis Treat, 12, 1203-13.

11. Beyer J.L., Kuchibhatla, M., Cassidy, F., Krishnan, K.R (2008) Stressful life events in older

bipolar patients. Int J Geriatr Psychiatry, 23(12), 1271-5.

12. Nivoli, A.M., Murru, A., Pacchiarotti, Valenti, M., Rosa, A., Hidalgo, Mazzei. D. et al. (2014).
Bipolar disorder in the elderly: a cohort study comparing older and younger patients. Acta

Psychiatr Scand, 130, 364—-373.

13. Kessing, L. V. (2006). Diagnostic subtypes of bipolar disorder in older versus younger adults.

Bipolar Disord, 8(1), 56-64.

14. Oostervink, F., Boomsma, M.M., Nolen, W.A. (2009) Bipolar disorder in the elderly:

different effects of age and of age of onset. J Affect Disord, 116, 176—183.

15. Jones, S.H., Smith, G., Mulligan, L.D., Lobban, F., Law, H., Dunn, G., et al. (2015) Recovery-
focused cognitive-behavioural therapy for recent-onset bipolar disorder: randomised

controlled pilot trial. Br J Psychiatry, 206, 58—66.

16. Tyler, E., Lobban, F., Sutton, C., Depp, C., Johnson, S., Laidlaw, K. et al. (2016) Feasibility
randomised controlled trial of Recovery-focused Cognitive Behavioural Therapy for Older
Adults with bipolar disorder (RfCBT-OA): study protocol. BMJ Open. 6: e010590.

d0i:10.1136/bmjopen-2015-010590

111



17. Campbell, M., Fitzpatrick, R., Haines, A., Kinmonth, A.L. (2000). Framework for design and

evaluation of complex interventions to improve health. Br Med J, 321, 694—6.

18. Craig, P., Dieppe, P., Macintyre, S., Michie, S., Nazareth, |., Petticrew, M. (2008).
Developing and evaluating complex interventions: the new Medical Research Council

guidance. Br Med J, 337, 979-83.

19. Morgan, D. L. (1997). Focus groups as qualitative research (2nd ed.). Thousand Oaks, CA:

Sage.

20. Bloor, M., Frankland, J., Thomas, M., & Robson, K. (2001). Focus groups in social research.

Thousand Oaks, CA: Sage Publications Inc.

21. Baumgartner, T. A., Strong, C. H., Hensley, L. D. (2002). Conducting and reading research in

health and human performance (3rd ed.). New York: McGraw-Hill.

22. Johnson, R. B., Christensen, L. B. (2004). Educational research: Quantitative, qualitative,

and mixed approaches. Boston: Allyn and Bacon.

23. Ritchie, J., Spencer, L. (1994) Qualitative data analysis for applied policy research. In:

Bryman A, Burgess RG. Analysing Qualitative Data. London: Routledge; p. 173-194.

24. Dixon-Woods, M. (2011). Using framework-based synthesis for conducting reviews of

qualitative studies. BMC Med, 9, 39.

25. Furber, C. (2010). Framework analysis: a method for analysing qualitative data. Afr J

Midwifery Womens Health 4 (2), 97-100.

26. Gildengers, A.G., Butters, M.A., Chisholm, D., Anderson, S.J., Begley, A et al. (2012).
Cognition in older adults with bipolar disorder versus major depressive disorder. Bipolar

Disord, 14(2), 198-205.

112



27. Lala, S. V., Sajatovic, M. (2012). Medical and psychiatric comorbidities among elderly

individuals with bipolar disorder: A literature review. J Geriatr Psych Neur, 25(1), 20-25.

28.Tsai, S. Y., Kuo, C. J,, Chung, K. H., Huang, Y. L., Lee, H. C. et al. (2009). Cognitive dysfunction
and medical morbidity in elderly outpatients with bipolar disorder. Am J Geriat psychiat, ,

17(12), 1004-1011.

29. Singh, A., Misra, N. (2009) Loneliness, depression and sociability in old age. Ind Psychiatry J,

18(1), 51-55.

30. Laidlaw, K., Kishita, N., Chellingsworth, M. (2016) A Clinicians guide to: CBT with older
people.
https://www.uea.ac.uk/documents/246046/18056409/CLINICIANS+GUIDE+TO+CBT+WITH+OL
DER+PEOPLE+-+Beck-new.pdf/0Oadffe3a-2346-4fb2-b0b2-6bad3d20bd47 (2016). Accessed 3

Oct 2020

31. Daley S, Newton D, Slade M, Murray J, Banerjee S (2013). Development of a framework for

recovery in older people with mental disorder. Geriatric Psychiatry, 28, (5), 522-529.

32. Gum, A.M., Arean, P.A,, Hunkeler, E., Tang, L.M.A., Katon, W., Hitchcock, P. et al. (2006).

Depression Treatment Preferences in Older Primary Care Patients. Gerontologist, 46 (1), 14-22.

33. Mead, S., Copeland, M.E. (2000) What Recovery Means to Us: Consumers' Perspectives.

Community Ment Health J 36, 315-328.

34. Jones, S.H., Knowles, D., Howarth, E., Lobban, F., Emsley, R. (2021) Mediation analysis of

recovery-focused therapy for recent-onset bipolar disorder, J Affect Disord Rep, 5.

35. Knight, R.G., Laidlaw, K. (2009) Translational theory: A wisdom-based model for
psychological interventions to enhance well-being in later life. In: Bengtson VL, Gans D, Putney

NM, Silverstein M. (Eds.). Handbook of theories of aging (2nd ed). New York: Springer.

113



CHAPTER FIVE

A feasibility randomised controlled trial of Recovery focused Cognitive Behavioural Therapy

for Older Adults with bipolar disorder (RFCBT-OA): Study protocol

Page 114

This article has been published in BMJ Open and formatted to the specific requirements of the
journal

DOI: 10.1136/bmjopen-2021-049829

114



A feasibility randomised controlled trial of Recovery focused Cognitive Behavioural Therapy

for Older Adults with bipolar disorder (RFCBT-OA): Study protocol

Elizabeth Tyler, Fiona Lobban, Chris Sutton, Colin Depp, Sheri Johnson, Ken Laidlaw, Steven H

Jones

Corresponding author: Elizabeth Tyler

The Spectrum Centre for Mental Health Research

Division of Health Research

Lancaster University

Lancaster, LA1 4YW.

Email: e.tyler@lancaster.ac.uk

Phone: 01524 593171

Fiona Lobban: The Spectrum Centre for Mental Health Research, Division of Health Research,

Lancaster University, Lancaster, LA1 4YW.

Chris Sutton: Lancashire Clinical Trials Unit, College of Health and Wellbeing, Brook Building,

Room 413, University of Central Lancashire, Preston, PR1 2HE.

Colin Depp: Department of Psychiatry, School of Medicine of the University of California, San
Diego (UCSD), 9500 Gilman Drive, La Jolla, MC: CA 92037-0603C.

Sheri Johnson: Department of Psychology, University of California, Berkeley, 3417 Tolman Hall,
Berkeley, CA 94720-1650.

Kenneth Laidlaw: Norwich Medical School, Faculty of Medicine and Health Sciences, University

of East Anglia, Norwich, NR4 7TJ.

Steven H Jones: The Spectrum Centre for Mental Health Research, Division of Health Research,

Lancaster University, Lancaster, LA1 4YW.

Key words: Bipolar disorder, ageing, randomised controlled trial, CBT, recovery

Word count: 5706

115



ABSTRACT

Introduction: Bipolar Disorder is a severe and chronic mental health problem that persists into
older adulthood. The number of people living with this condition is set to rise as the UK
experiences a rapid ageing of its population. To date there has been very little research or

service development with respect to psychological therapies for this group of people.

Methods and analysis: A parallel two-arm randomised controlled trial (RCT) comparing a 14
session, six month recovery focused cognitive-behavioural therapy for older adults with bipolar
disorder (RfCBT-OA) plus treatment as usual (TAU) versus TAU alone. Participants will be
recruited in the North-West of England via primary and secondary mental health services and
through self-referral. The primary objective of the study is to evaluate the feasibility and
acceptability of RFCBT-OA, therefore a formal power calculation is not appropriate. It has been
estimated that randomising 25 participants per group will be sufficient to be able to reliably
determine the primary feasibility outcomes (e.g. recruitment and retention rates), in line with
recommendations for sample sizes for feasibility/pilot trials. Participants in both arms will
complete assessments at baseline and then every three months, over the 12 month follow-up
period. We will gain an estimate of the likely effect size of RFCBT-OA on a range of clinical
outcomes and estimate parameters needed to determine the appropriate sample size for a
definitive, larger trial to evaluate the effectiveness and cost-effectiveness of RfCBT-OA. Data

analysis is discussed further in the analysis section in the main paper.

Ethics and dissemination: This protocol was approved by the UK NHS Ethics Committee process
(REC ref: 15/NW/0330). The findings of the trial will be disseminated through peer-reviewed

journals, national and international conference presentations and local, participating NHS trusts.

Trial Registration: ISRCTN registry: ISRCTN13875321.
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STRENGTHS AND LIMITATIONS

STRENGTHS

First RCT to develop and test out a psychological intervention for older adults with
bipolar disorder

Development of a psychological intervention for a group of people who currently have
no evidence-based care.

RFCBT-OA has been developed in collaboration partnership with individuals with lived
experience of bipolar disorder

RfCBT-OA has the potential to improve outcomes for service users. This would save the

NHS money through a reduction in use of mental health services.

LIMITATIONS

No active treatment control arm
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BACKGROUND

The UK population is ageing and this pattern is expected to continue into the next few decades
(1). Current estimates suggest that approximately 10 million people in the UK are over 65 years
old. The latest projections indicate that there will be 5% million more older adults in the UK in
20 years’ time and this number will have nearly doubled to 19 million by 2050 (2). Consequently,
the number of older people living with chronic mental health problems is also set to rise

substantially, including those with bipolar disorder (BD: 3).

There is limited research available on the presentation, course and treatment of BD in later life.
Reasons cited for this lack of information include the increased mortality of younger individuals
with BD, sampling biases in the research studies that are available, changes in the diagnostic

criteria over time and differences in research settings where individuals are studied (4).

Available data indicates that rather than early theory suggestions that BD ‘burns out’ (5), the
majority of individuals that experience early onset BD will follow a chronic and relapsing course
into older adulthood (6). Older adults with BD may face additional challenges such as cognitive
impairments (7) and a decline in health-related quality of life (8, 9). BD in later life is also
associated with a high risk of suicide (10) and significant service costs. Bartels et al (11) reports
that older adults with BD utilise almost four times the total use of mental health services and

are four times more likely to be hospitalised than older people with unipolar depression.

Despite this evidence of the importance of BD in older adults there has been very little research
or service development for this group particularly with respect to psychological therapies (12).
The National Institute for Health and Care Guidance (NICE) bipolar disorder guideline (13)
recommends that older adults should be offered the same treatment as younger people.
However, there are no published studies evaluating psychosocial interventions for older adults
with BD (14) and a number of reviews have highlighted the relative paucity of knowledge

concerning our knowledge in this area (4, 15, 16).

Although research into psychological therapies for older adults with BD is lacking, there is
evidence for the effectiveness of such interventions in adults of working age (3, 17, 18). Although
recovery informed-interventions are now recommended by the UK government (19, 20) much
of the available research to date has focussed on CBT and psycho-educational approaches
designed to reduce relapse risk but with little explicit focus on functional outcomes including

personal recovery. There is no single definition of ‘recovery’ in mental health. However, it is
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based on the principle that it is possible for an individual to have a meaningful life, whilst living
with a serious mental health problem. Unlike recovery from a physical illness, in mental health
the person may aim for recovery, whilst still experiencing some of the symptoms of their
problem. There is an emphasis on having a set of goals which may focus on re-establishing other

areas in a person’s life such as their work, relationships or social life.

A recent RCT study has shown that a recovery focused CBT intervention (RfCBT) for individuals
with BD (below 65 years) is beneficial in terms of both functional and symptomatic outcomes
(21). The present trial builds upon this work and has adapted RfCBT so that it specifically meets
the needs of an older adult population (RfCBT-OA). Details of how these adaptations were

achieved can be found in the intervention section.

We therefore intend to perform a randomised controlled trial to evaluate the effectiveness and
cost-effectiveness of RfCBT-OA plus treatment as usual (TAU) compared with TAU. However,
there are a number of uncertainties that we need to address prior to initiating that trial.
Therefore, in this feasibility study, we plan to evaluate the feasibility and acceptability of the
RfCBT-OA intervention and whether a full RCT is feasible. We will evaluate recruitment into the
study (both self-referral and clinician referral), consent to participate and participant attrition
rates (overall and each study arm separately) during assessment, intervention and follow-up
periods and completion of outcome measures. We will also be measuring adherence to the
intervention (number of therapy sessions attended, therapy drop out and feedback from
qualitative interviews at the end of therapy). This will allow us to evaluate the acceptability of
the intervention to the individuals taking part in the study. The trial will also provide initial data
on the potential impact of the intervention (compared to current routine care) on a number of
clinical outcomes and help to identify the most appropriate primary outcome (e.g. perceived
recovery, time to relapse and mood symptoms) for a definitive clinical randomised controlled

trial in the future.

METHOD

This protocol is guided by the Standard Protocol Iltems: Recommendations for Intervention Trials
(SPIRIT) 2013 Guidelines (22). The study was reviewed and approved by the UK NHS Ethics
Committee process (REC ref: 15/NW/0330) and the study is registered with the ISRCTN registry:
ISRCTN13875321. A model consent form is provided in Appendix 1.
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Objectives

To determine the feasibility and acceptability of a recovery focused CBT intervention for older

adults with bipolar disorder compared to treatment as usual.
The objectives of the study are to:

1. Investigate:
a. whether clinicians working with older adults will refer participants into a
randomised controlled trial;
b. whether older adults will self-refer into a randomised controlled trial;
c. whether older adults with BD will consent to participate in a randomised controlled
trial of a psychological intervention;
d. participant attrition rates (overall and each study arm separately) during

assessment, intervention and follow-up periods

2. Determine the acceptability of the recovery focused intervention in terms of
a. whether individuals adhere to and engage with the intervention;

b. participants’ experiences of the intervention

3. Identify the most appropriate primary outcome measure (e.g. recovery, time to relapse,

quality of life) for a future trial

4. Estimate parameters needed to determine the appropriate sample size for a future trial to

evaluate the effectiveness and cost-effectiveness of RFCBT-OA

Trial Design

A parallel two-arm randomised controlled trial (RCT) comparing a 14 session, six month RfCBT-
OA intervention alongside treatment as usual (TAU) versus TAU alone. Participants in both arms
of the study will complete assessments which will include a range of important clinical outcomes
(e.g. recovery, time to relapse, quality of life) at baseline and then three monthly over the 12
month follow-up period. See Figure 1. Rater-blindness will be achieved by having an

independent researcher from the Spectrum Centre team as ET will deliver the intervention.
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A trial steering committee (TSC) will be formed at the beginning of the trial. It will consist of an
independent chair, independent clinician (s), an independent statistician, a service user
representative and the researcher. They will meet face to face on 4 occasions over the duration
of the trial. The TSC will concentrate on progress of the trial, adherence to the protocol, and
importantly the rights, safety and well-being of the trial participants. TSC will review any adverse
events should these occur and will advise on adaptation or termination of the intervention

should this be required.

Sample

Sample size

A formal power calculation is not appropriate as the primary purpose of the study is to evaluate
the feasibility and acceptability of delivering the proposed intervention. It has been estimated
that randomising 25 participants per group will be sufficient to be able to reliably determine the
primary feasibility outcomes. The recruitment target has been set at 50 participants in line with
recommendations for sample sizes for feasibility/pilot trials (e.g. 23) and to allow for expected
attrition rates (see table 1). This number will also allow us to evaluate the other objectives of
the trial; to assess the impact of the intervention on each of the outcome measures to estimate
parameter necessary to design a main trial and will enable estimation of recruitment and
retention parameters with sufficient precision. For example, recruiting 50 participants will
enable estimation of the percentage attrition to within +/-10% if attrition is 15% or less and, if
the consent rate is 80%, approaching 63 participants and recruiting 50 will enable estimation of

the consent rate to within +/-10%.

Inclusion/ exclusion criteria

1) A diagnosis of BD (I or 1) according to the Structured Clinical Interview for the Diagnostic and
Statistical Manual of Mental Disorders (SCID; 24) IV research criteria

2) Not in a current episode of mania, hypomania, depression or mixed episode in the last month
3) Aged 65 or above

4) Sufficient English language skills to comprehend the assessments and intervention content
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Exclusion criteria:

1) Receiving concurrent psychological therapy

2) A score of less than 22 on the Montreal Cognitive Assessment (25)

Recruitment

Referrals will be sought from participating NHS Trusts in the North West, UK, with support from
the National Institute of Mental Health (NIHR) Clinical Research Network. This is a publicly
funded national workforce that supports the recruitment of participants to nationally funded
research studies. The lead researcher will contact managers in older adult community mental
health teams, out-patient clinics, GP surgeries and primary care mental health teams. They will
request to attend any planned team meetings and send the participant information sheet and
referral information for distribution within the team. The researcher will follow-up any visits
with a phone call and ask the health professional (e.g. psychiatrist, GP, care coordinators) to
complete the referral information sheet and send it via email or post to the research team. All
referrals received will be recorded on a confidential database and participants will then be
approached to book a screening interview. The researcher will also visit service user groups
(such as Bipolar UK, MIND and Rethink) in the local area. The researcher will take the study self-
referral form and ask any interested participants to either complete the form in the group or
send it back to the research team by post or email. Any self-referrals received will be recorded
on a confidential database. The study will also be advertised through a well-established,
confidential volunteering database at the Spectrum centre which has contact details for over
500 individuals that have either lived experience or an interest in BD as well as through social
media such as Facebook and Twitter and in the media. Posters and leaflets will be distributed

in both NHS and non NHS sites to maximise participant access.

Screening, Baseline and Randomisation

Once participants have expressed an interest in participating they will be contacted by a
member of the research team to complete a brief screening interview. The screening interview
will be conducted over the telephone and will consist of questions targeting inclusion and

exclusion criteria. The Mood Disorder Questionnaire (26) will also be administered. This is a brief
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self-report screening instrument that identifies individuals likely to have bipolar disorder. At this
stage all participants will be asked to provide consent for the researcher to contact a nominated
health care professional to obtain risk related information (e.g. GP, care coordinator). Individuals
who meet the both the eligibility criteria and screen likely on the MDQ (26) will then be booked

in for an initial assessment.

Assessments will take place at the Spectrum Centre or the participants home, according to
preference. If required, private space for appointments may also be negotiated at willing
primary, secondary and/ or voluntary organisations. At the initial visit, the study will be
described to potential participants in full. The voluntary nature of participation will be

emphasised, including the right to withdraw at any time.

Information collected during the initial assessment will be used to confirm eligibility. Once
informed consent is obtained, the baseline assessment will be conducted by the researcher. The
Montreal Cognitive Assessment (25) will be used as the first screening tool for eligibility as it is
the least time consuming. The MoCA (25) assesses for cognitive impairment via multiple
cognitive domains including attention, concentration, executive functions, memory, language,
visuospatial skills, abstraction, calculation and orientation. If the participant scores 22 or above
on the MoCA (25) then the SCID (24) interview will be carried out to confirm a diagnosis of BD.
This will also identify whether they have had an episode in the past month, to provide
demographic information and assess the number of previous episodes. Individuals who score
below 22 on the MoCA (25) or do not meet the research criteria for BD or will be thanked for
their time and informed that they do not meet the research criteria required to participate. They
will be offered the option of joining Spectrum Connect (our participant panel) so that they can
find out about future research/ activities that may be of greater relevance. If the participant
meets criteria and wishes to take part, they will complete the baseline clinical outcome

measures that are detailed below.

After baseline, the participant will be randomly allocated to either RFCBT-OA or TAU using an
independent web-based computer generated randomised procedure called sealed envelope
(‘http://www.sealedenvelope.com/) to aid allocation concealment. The randomisation process
will be set up by Lancashire Clincial Trials Unit (CTU). After randomisation, the researcher will
contact the nominated health care professional to inform them that the participant is taking
part in the study. Intentional unblinding will only be allowed if necessary for patient safety, any

unintentional unblinding will be recorded (including reason) and subsequent assessments
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conducted by another blind researcher. Data entry procedures and storage will be overseen by

the CTU. All personal information will be securely stored in line with NHS ethical approval.

The recovery focused CBT intervention

The original RfCBT manual was developed from key components of effective CBT interventions
which include mood monitoring and awareness, regularisation of routines, enhancing
prodromal coping and problem-solving training (27-31) and refined by qualitative research to
capture experiences of recovery in bipolar disorder and through service user focus groups to
ensure that the content, focus and delivery of the intervention was in tune with service user
recovery priorities. The intervention places emphasis on maintaining a very flexible engagement
approach with respect to initial rapport building and consideration of timing, duration and
frequency of sessions. It is focused on helping individuals work towards goals that are of
personal value to them, whether symptom related or about other areas of their lives such as
work or social support. Initially the client and therapist develop a shared understanding of
recovery and how working towards the recovery goals may have a significant impact on the
individual’s life. The intervention includes a significant formulation component, ensuring that

any therapeutic approaches are consistent with the client’s current needs.

Recovery focused therapy (32) has the following phases:

1) Introducing the recovery approach to clients

2) Collection of information about current and historical mood and functioning

3) Meaning and relevance of diagnosis

4) ldentification of recovery informed therapy goals

5) Initial formulation of relationships between mood experiences and progress towards
recovery goals

6) Identification and application of CBT techniques to address and facilitate positive
coping

7) Consideration of wider functioning issues in relation to recovery

8) Development and completion of EWS plan

9) Development and completion of recovery plan

10) Sharing lessons from therapy with key stakeholders.
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Although it is likely that most clients will engage with most of these elements the relative
emphasis will depend on the individual goals and formulation of the particular client. An
additional chapter has been developed for the manual so that it specifically meets the needs of
an older adult population. This has been achieved by a review of current evidence for adapting
psychological interventions for older adults with mental health problems. There has also been
extensive consultation (focus groups and one-to one) with service users with lived experience

of BD in later life, their relatives and experts in the field.

Data from the focus group has identified that individuals living with bipolar disorder in later life
still experience episodes, however to varying degrees. Some find their episodes are more
manageable and the symptoms are less intense, some feel that they are worse than when they
were younger and are harder to control. Individuals taking part in the focus group felt that
therapy in later life should focus on psycho-education, symptom management and also to
consider wider areas of functioning such as achieving meaningful activity. This fits with the
flexible, idiosyncratic approach that the recovery focused therapy offers. The older adults
identified additional difficulties in later life such as physical health problems, memory difficulties
key themes such as loneliness, losses and changes in role. These correspond with the current

literature on adapting psychological therapies for older adults (e.g. 33, 34).

Therefore, key areas for adaptation in the new chapter focus on memory and learning, physical
health difficulties and sensory impairments. A number of age-related themes such as cohort
beliefs, role investments, intergenerational linkages and the socio-cultural context (34) are also

discussed as potential areas of adaptation.

Outcomes

Feasibility and acceptability data

To address the primary objective and allow the evaluation of the feasibility and acceptability of
delivering the recovery focused CBT intervention to older adults with BD a number of outcomes
will be assessed. Setting benchmarks for feasibility data will be beneficial to inform a larger scale

assessment of this intervention in the future (35).

125



Detailed information will be collected which will include the number of referrals received per
month, the source of recruitment (health professional vs self-referrals), number of participants
contacted, assessed for eligibility and consented into the trial. Reasons for non-eligibility or
withdrawal of interest will be documented, where given. Retention of participants in both arms
of the trial will be assessed during assessment, intervention and follow-up periods and the
completion of outcome measures. Feasibility outcomes will be measured using detailed

thresholds and a traffic light system described in table 1 below.

To determine the acceptability of the intervention, quantitative data (e.g. number of sessions
attended and drop outs) will be combined with data from a set of qualitative interviews. These
will be conducted to explore individuals’ experiences of receiving RFCBT-OA intervention in more
detail. A sample (approximately n=10-15) will take part in a topic-guided qualitative interview.
The sample will be selected purposively across key characteristics (e.g. age, gender, attendance
rates) to create a diverse sample of people which will include people who completed the
intervention and also people who dropped out. It was felt that this number will provide sufficient
data to provide additional information for the feasibility outcomes and the acceptability of the
intervention. The interviews will also identify issues and strategies necessary to inform the

design of a larger trial in the future.

The qualitative data, plus the feasibility trial data will help to allow us to achieve the other
objectives of the study which are to identify the most appropriate primary outcome measure
and to estimate parameters needed to determine the appropriate sample size for a future trial.

Further details can be found in the analysis section.

Objective Measurement process Feasibility outcome

To estimate | The recruitment rate is set Feasibility will be shown where at least 3-4 participants are recruited
the at a number that is based per month (approximately 50 participants) over the 15 month
recruitment on the maximum number of recruitment window.

rate participants  that  the

therapist can see per
month. However  the
number of eligible
participants recruited by
self-referral and from each
of the sites will be recorded
on a monthly basis. This will
inform the recruitment plan
for a larger trial.

target recruitment

If at least 2 participants are recruited per month (approximately 30
participants) or 4-5 participants are recruited in the last 6 months of
the trial (if recruitment problems are overcome) then a future trial
will be feasible but additional strategies will be identified to achieve

If less than an average of 2 participants are recruited per month (<25)
over the recruitment period feasibility will not be demonstrated

To identify
consent rate | Number of referred
and reasons | participants that are
for non- | eligible that choose not to
recruitment consent into the trial will be
recorded and reasons for

or clinician) consent into the trial

Feasibility will be shown if at least 80% of participants referred (self

If at least 60% of participants referred (self or clinician) consent into
the trial then a future trial will be feasible if strategies to overcome
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refusal will be documented
where offered

identified barriers are identified (including whether more individuals
are consenting who self-refer or clinician refer).

If less than 60% of participants referred do not consent into the trial
then feasibility will not be demonstrated

To estimate
the

Feasibility will be demonstrated if at least 70% of participants are

proportion The loss of participants retained at the 48 week follow-up

of during the follow-up period

participants will be recorded, plus If at least 50% or more participants are retained to follow-up at 48
lost to | reasons for loss (if given) weeks then a future trial will be feasible if strategies to overcome
follow-up identified barriers are identified

and the

reasons for

loss to If less than 50% of participants referred do not consent into the trial
follow-up then feasibility will not be demonstrated

To estimate | The number of therapy

the number | sessions attended out of Feasibility will be demonstrated if all of the participants attend 6 or
of therapy | the 14 offered will be more sessions of the 14 offered

sessions recorded

attended If at least 75% of participants attend 6 or more sessions of the 14

offered a future trial will be feasible if strategies to overcome barriers
are identified.

If less than 75% of participants do not take up 6 or more of the
therapy sessions offered then feasibility will not be demonstrated

To estimate
the number
of
participants
who drop
out of
therapy

The number of participants
who drop out of the
therapy sessions will be
recorded

If at least 65% of the participants in the intervention arm complete
therapy then feasibility will be demonstrated

If 50% of participant in the intervention arm complete therapy then
a future trial will be feasible if strategies to overcome dropout are
identified.

If less than 50% of participants in the intervention arm drop out of
therapy then feasibility will not be demonstrated.

To assess the
feasibility of
delivering Rf-
CBT-OA in a
way that is
acceptable
to people
with BD in
later life

Interviews  with  10-15
participants that have
taken part in the

intervention arm of the
study to seek their views on
the therapy

Feasibility will be demonstrated in the majority of participants
indicate that the intervention is acceptable

*

Based on the percentage of drop out of older adults (33% to 37%) in comparable studies investigating

psychotherapeutic treatment for depression in later life (36-39) psychotherapeutic treatment trials.

e  Red - Stop — main study not feasible

e  Amber — Continue but modify protocol — feasible with modifications

e  Green — Continue without modifications — feasible as is
Table 1: Feasibility outcomes thresholds

Clinical outcome data

The SCID (24) and MoCA (25) will be completed at baseline to confirm the participants’ bipolar
diagnosis. The follow-up period will be 12 months from initial randomisation. There will be

regular three month assessments to evaluate bipolar relapse, bipolar symptoms and functioning
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over the telephone. In addition to this an assessment of recovery, mood symptoms and quality
of life will be completed at baseline, end of therapy and follow-up (6 months and 12 months).
These self-report measures will be completed either by post or online (participant preference).

See table 2 for assessment measure schedule.

Interviewer-rated measures

The Structured Clinical Interview for Diagnosis: Research Version (40) provides longitudinal
information on DSM-IV episodes (major depression, mania, hypomania or mixed affective
episode). Itincludesitems from the SCID as well as the Hamilton Depression Rating Scale (HDRS;
41) and Mania Rating Scale (MRS; 42). The SCID-Life will be delivered every 3 months over the
telephone following baseline to generate weekly scores of mania and depression on a 1-6
severity scale. Scores of 5/6 indicate presence of symptoms and impact on functioning that
corresponds to symptom criteria for major mood episode as defined by the DSM-IV. Weekly
scores will be used to examine the number of weeks out of episode (a score of 4 or less on SCID
LIFE), number of weeks without impairment (a score of 2 or less on SCID LIFE) and time to first

episode of depression and mania.

Personal & Social Performance Scale (43) The PSP is an interview schedule to assess functioning
in the domains of socially useful activities, personal and social relationships, self-care, and
disturbing and aggressive behaviours. Good inter-rater reliability has been reported (43). It has

been used previously to assess outcome in response to treatment for BD (22).

Self-report outcome measures

The Bipolar Recovery Questionnaire (BRQ; 44) is a self-report measure designed to assess
personal experiences of recovery in bipolar disorder. The BRQ is scored out of 3600 (a higher
score indicates a higher degree of self-rated recovery). The BRQ is internally consistent and
reliable over test-retest period (44). There is also evidence that the BRQ is sensitive to change

in a recovery focused CBT trial for early bipolar disorder (22).

The Internal State Scale (ISS; 45) is a 15 item self-report measure that assesses symptoms of
mania and depression. It compromises of 4 subscales, activation, perceived conflict, well-being
and depression. Each statement is rated based on how the individual has felt in the past 24
hours. A cut off score of > 200 on activation scale has been validated as indicative of the presence

of (hypo)mania when accompanied by a score of >125 on the wellbeing scale. (45).
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The Centre for Epidemiologic Studies Depression Scale (CES-D; 46) is a 20 item self-
administered scale designed to measure depressive symptoms in the general population. The
scale measures the major components of depressive symptomatology, including depressive
mood, feelings of guilt and worthlessness, psychomotor retardation, loss of appetite, and sleep
disturbance. Each item is scored on a four point Likert scale to determine a level of severity
score: < 15 (no depression); 15-21 (mild to moderate depression); >21 (possibility of major

depression).

Work & Social Adjustment Scale (WSAS; 47) is a brief 5-item measure of functioning in the
domains of work, home management, social leisure, private leisure, and relationships. There is
a maximum score of 40 (a higher score indicates higher severity of difficulties). It has been

extensively used in longitudinal research on BD (e.g., 48, 49).

The World Health Organisation Quality of Life scale (WHOQOL-BREF; 50) comprises of 26 items,
which measure the following broad domains: physical health, psychological health, social
relationships, and environment. The scores from the four domains are transformed on a scale

from 0 to 100.

Quality Of Life in Bipolar Disorder scale (QoL.BD; 51) is a 12 item disorder specific questionnaire
used to assess quality of life in BD within several areas including physical, sleep, mood, leisure,
spirituality, and identity. The QoL.BD is scored out of 60 (a higher score indicates higher
perceived quality of life). Initial field testing of the Quality of Life in Bipolar Disorder supports
use of the instrument as a feasible, reliable and valid disorder-specific quality of life measure for

BD (51).
Measures to assess therapeutic alliance

The Working Alliance Inventory — Short form, therapist and client version (WAI; 52) is a 12
item questionnaire that measures the strength of the therapeutic alliance between both
therapist and client. The WAI measures 3 dimensions of alliance; bond, goals, and tasks. Two
versions of the WAI will be used; one specific for the client, and one for the therapist, both of
which will be administered twice across the 14 therapy sessions. The WAI has received
psychometric support, has good overall internal consistency (a=.94), and good internal
consistency for each dimension of alliance, including bond (a=.84), goals (a=.88) and tasks

(a=.90).
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Measure

Follow up period

(weeks)

Baseline

Face to
face

12

Phone

24

Phone

Postal/
online

36

Phone

48

Phone

Postal/
online

SCID
MoCA
SCID-LIFE
HDRS
MRS

PSP

BRQ

ISS

CES-D
WSAS
WHOQOL-Bref
QolL.BD

¥ X ¥ X X ¥ ¥ ¥ ¥ ¥ ¥ ¥

¥ ¥ ¥ ¥

* ¥ ¥ %

* X X ¥ ¥ ¥

L R B

¥ ¥ ¥ ¥

¥ ¥ ¥ ¥ ¥ ¥

Table 2: Assessment schedule

ANALYSIS

Feasibility

The key focus of the trial is on issues of feasibility and acceptability of the intervention. Much of

the analysis will therefore be based around summary statistics used to estimate key parameters:

rates of recruitment, demographics of sample, and retention to therapy and follow-up

assessments. These summary statistics will be accompanied by 95% confidence intervals.

Clinical outcomes

In line with recommendations for sample sizes for feasibility/pilot trials (e.g. 5), obtaining

outcome data from at least 80% (20) participants per group will be sufficient to address key

objectives (such as the estimation of the standard deviation of a quantitative outcome or the

proportion with a dichotomous outcome) with adequate precision.
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Generalised linear mixed models will be used to assess the impact of the intervention on each
of the continuous outcome measures to estimate parameters necessary to design the main trial.
Time to first relapse will be analysed using time-to-event methods, including Kaplan—Meier
estimation and the Cox proportional hazards regression model. Separate analyses will be
performed for the three different types of recurrence (any, depressive and hypomanic/manic
episodes). Analyses will be conducted on an intention-to-treat basis and key parameter

estimates will be presented as point estimates with 95% confidence intervals.

A number of factors will be analysed to help identify a primary clinical outcome for a main trial
(e.g. recovery, time to relapse and mood symptoms). Each measure will be assessed in relation
to its sensitivity to change, completion rates and acceptability which will be explored further

during the qualitative interviews.

Qualitative data

Data from qualitative interviews will be analysed using a process called thematic analysis (53,
54) which focuses on examining themes in the data and identifying implicit and explicit ideas.
The qualitative transcripts will be read and coded using a coding frame that will be developed
as the data analysis progresses. The codes will be organised into thematic headings and the data
will be re-ordered and summarised into themes. The analysis will be crosschecked by another

member of the research team to ensure validity.

Dissemination plans

The team intend to publish the outcomes from the trial in peer-reviewed journals but will also
try to reach public audiences including people living with bipolar disorder through third sector
events and contributions to third section publications as well as use of social media. No
professional writers will be used and all authors will contribute substantively to final

manuscripts.

DISCUSSION

This study aims to develop and test the feasibility and acceptability of the RFCBT-OA intervention
for older people living with bipolar disorder. The data from the trial will allow us to determine

rates of recruitment and retention and identify factors which may help improve these rates if a
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future trial is feasible. The acceptability of the therapeutic intervention will be assessed by
evaluating the therapy attendance rates, drop outs and feedback from the qualitative
interviews. We will also be able to gain an estimate of the likely effect size of RfCBT-OA on a
range of clinical outcomes. All of this data is essential to inform the design of a large scale trial.
Detailed feasibility outcome thresholds have been set in table 1. These will need to be met in
order to progress to a further, definitive evaluation trial of the clinical and cost effectiveness of

RfCBT-OA.

The original recovery intervention, RfCBT (32) was developed in collaboration with individuals
with lived experience of bipolar disorder. This included service user involvement in qualitative
work on recovery experiences and a structure and format of the RfCBT intervention. As
highlighted by Jones et al (32), engaging individuals with personal experience of bipolar disorder
at this level fits with the model of recovery approaches as being empowering, individualised and
grounded in the individual’s own priorities and needs. The current RfCBT-OA intervention has
been further refined by a group of older adults living with bipolar disorder and experts in the

ageing field.

Strengths of the study include the development of an intervention for a group of people who
currently have no evidence-based care. The Department of Health (55) states that older adults
with mental health problems should have access to the same range of therapies as those people
under the age of 65. This is not the case for people with BD. There are currently no published
studies evaluating psychological interventions for older adults with BD and there is a clear need

to develop an evidence base for this population.

The rapid aging of the population will make significant demands on healthcare services
especially if the current lack of evidence-based treatments continues. The development of a
recovery focused psychological intervention has the potential to improve outcomes for service
users, helping them to develop a range of coping strategies and putting them more in control of
managing their mental health problems. This would save the NHS money through a reduction in
use of mental health services. The intervention also offers a flexibility to work on a range of
outcomes. Focus group work with this population has identified that individuals are still
experiencing episodes in later life and want the flexibility to work on both symptom
management and other areas of their life. The recruitment for the study will take place across

primary and secondary mental health services and through self-referral. There is the hope that
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not restricting recruitment to specialist mental health services will allow a more representative

sample.

There are a number of limitations to the study. Firstly, there is no active treatment control arm
so any indications that the intervention is effective may not be specifically related to the
recovery focused intervention per se. Secondly, the scale of the study allows a follow-up period
of only six months following therapy. A longer follow-up period might have been more helpful
to assess the impact of the intervention and whether individuals would complete assessment
measures over a longer time period. However, the primary aim of the study is to assess the
feasibility and acceptability of the intervention, therefore the six-month follow-up window is a
first appropriate step to help to assess whether a further, definitive RCT is feasible in the future.
Thirdly, as this is the first intervention study for older adults with BD, there are no well validated
measures for this population. The bipolar related measures have not yet been specifically
validated for use with an older adult population. However, the samples for the development
papers for both the BRQ (44) and the QolL.BD (51) included people over the age of 60.
Additionally, focus group data indicates that outcomes such as personal recovery and quality of

life are still important over the age of 60.

Despite these limitations, if this intervention is feasible to deliver, it offers a promising step for

a group of people that currently does not have access to evidence based psychological care.
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CHAPTER SIX

A pilot randomised controlled trial to assess the feasibility and acceptability of recovery

focused therapy for older adults with bipolar disorder
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ABSTRACT
Background

Despite increasing evidence for effectiveness of individual psychological interventions for
bipolar disorder (BD), research into what works for older adults with BD is lacking. We report
the first randomised controlled trial of psychological therapy designed specifically for older

adults with BD.
Aims

To evaluate the feasibility and acceptability of recovery-focused therapy, designed in

collaboration with older people living with BD (RfT-OA).
Method

A parallel, two-armed RCT comparing up to 14 sessions of RfT-OA plus treatment as usual (TAU)

for older adults with BD, versus TAU alone.
Results

Thirty-nine participants (67% female, mean age 67 years) were recruited over a 17-month time
period. Feasibility and acceptability of recruitment, retention (>80% observer-rated outcomes
at both 24 and 48-weeks) and intervention processes was demonstrated. The majority of
participants started therapy when offered, adhered to the intervention (68% attended 14/14
sessions and 89% attended 6 of more sessions) and reported positive benefits. Clinical
assessment measures provide evidence of a signal for effectiveness on a range of outcomes
including mood symptoms, time-to-relapse and functioning. No trial-related serious adverse

events were identified.
Conclusions

RfT-OA is feasible, acceptable and has the potential to improve a range of outcomes for people
living with BD in later life. A large-scale trial is warranted to provide a reliable estimate of the

clinical and cost effectiveness of RfT-OA.

Trial registration number: ISRCTN13875321
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INTRODUCTION

Approximately 0.5%-1% of older adults live with Bipolar Disorder (BD) (1-3), placing significant
and increasing demands on healthcare services (4). The UK National Institute for Health and
Care Excellence (NICE) BD clinical guideline (5) states that older people with BD should be
offered the same range of treatments as younger adults. Such treatments may not be
appropriate due to significant differences in the nature of BD in later life. BD in older adults
differs in presentation, is more complex, and is accompanied by high rates of physical
comorbidities (6), and poorer cognitive function even during euthymia (7), which may
significantly affect psychosocial outcomes (8). As cognitive functioning declines, older adults
with BD may struggle to apply effective coping responses to difficult situations (7), including
adopting more passive coping styles than nonclinical older adults (9). Despite these differences,
few studies have evaluated psychological interventions developed for older people with BD. In
the US, a psychosocial skills training programme for older people with various mental health
problems (schizophrenia, schizoaffective disorder, depression and BD) improved community
living skills, functioning, self-efficacy and reduced psychiatric symptoms (10). Additionally,
medication adherence skills training led to improvements in medication adherence and
management, depressive symptoms and quality of life for older people with BD (11). However,
it is not clear from the first study what the outcomes are specifically for older people with BD
and neither study targeted personal recovery which is highlighted in national policy (12, 13) and
NICE guidelines (5).

Here we report on a recovery-focused therapy (RfT) intervention for BD, adapted to meet the
needs of older adults. Unlike traditional therapies focused primarily on reducing clinical
symptoms and relapse, RfT (14) supports people to live meaningful, satisfying, and purposeful
lives alongside mental health difficulties. Research for working age adults has shown this
approach is beneficial in terms of personal recovery and relapse outcomes (14). This is the first

study to evaluate the feasibility and acceptability of RfT for older people living with BD.
METHOD

The authors assert that all procedures contributing to this work comply with the ethical
standards of the relevant national and institutional committees on human experimentation and
with the Helsinki Declaration of 1975, as revised in 2008. All procedures were approved by the
UK NHS Ethics Committee process (Ref: 15/NW/0330). The study was pre-registered
(ISRCTN13875321), and a study protocol informed by the SPIRIT Guidelines (15) pre-published
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(16). The study is reported consistent with the CONSORT extension for pilot and feasibility trials

(17; see Supplementary file 1).

Three study changes were necessary after protocol publication. Minimum age was reduced from
>+ 65 to >= 60 based on the United Nations (18) definition of OA and in line with best practice
(19, 20). The Structured Clinical Interview for DSM-5, research version (SCID-5-RV; 21) replaced
the SCID IV (22). Outcome assessments were not conducted blind to allocation due to resource

constraints.
Objectives

The aim was to evaluate the feasibility and acceptability of RfT-OA in an RCT design. The

objectives were to:

1. Determine the feasibility of RfT-OA in terms of:
A. whether clinicians would refer older adults into an RCT;
B. whether older adults would self-refer into an RCT;
C. whether older adults with BD would consent to participate in an RCT of a
psychological intervention offered in addition to usual treatment vs usual treatment
D. participant attrition rates (overall and by study arm) during assessment, intervention

and follow-up.

2. Determine the acceptability of RfT-OA in terms of:
A. whether individuals adhered to the intervention;

B. participants’ experiences of the intervention

3. Identify the most appropriate primary outcome measure for a future trial.

4. Estimate parameters needed to determine the sample size for a future trial.

Trial design

This was a parallel, two-armed randomised controlled trial comparing up to 14 sessions of RfT-
OA in addition to treatment as usual (TAU), versus TAU alone, conducted across two NHS trusts

in North-West of England. A nested qualitative study explored acceptability of RfT-OA.

Participants were allocated to trial arms using simple (1:1) randomisation by independent

researchers at Lancashire Clinical Trials Unit (LCTU) using the “Sealed Envelope” randomisation
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programme (www.sealedenvelope.com) after baseline assessment. The study was overseen by

a Trial Steering Committee (TSC) and a Service User Reference Group.
Participants

A target of 50 participants (25 per treatment arm) was considered sufficient to obtain robust
feasibility and acceptability information about trial procedures and the RfT-OA therapy and to
allow for expected attrition rates (23; see table 2). Participants were recruited from NHS mental
health services, voluntary groups, advertisements in local media and on the Bipolar UK website
(https://www.bipolaruk.org), and from “Spectrum Connect”, a confidential database
(maintained by a research team at Lancaster University) of individuals who have previously
consented to being approached about research studies. Recruitment happened: December
2016-January 2018 and May 2019-September 2019; final follow-up September 2020 due to the
lead investigator’s maternity leave. Interested individuals were screened for provisional
eligibility using the Mood Disorder Questionnaire (MDQ; 24). Participants >=60 years old from

the North-West who screened positive on the MDQ were invited to a baseline interview.
Eligibility interview

Written informed consent was obtained from all participants. They were assessed using the
SCID-5-RV and the Montreal Cognitive Assessment (MOCA; 25) to confirm eligibility criteria and
completed the observer-rated and self-report measures (see clinical and functional outcomes

section).
Inclusion / exclusion criteria

Inclusion criteria: (a) >=60 years; (b) SCID-5-RV diagnosis of BD (I or II); (c) no current episode of
mania, hypomania, depression or mixed episode in the last 4 weeks; (d) sufficient English fluency
to consent, and take part. Exclusion criteria: (a) a MOCA score of <=22; (b) currently receiving

psychological therapy.
RfT for older adults with bipolar

The original therapy manual was co-produced with adults with lived experience of BD (14), and

adapted for this study with older adults (RfT-OA).
Adaptations for RfT-OA were informed by a literature review on adapting psychological
interventions for older adults with mental health problems (26, 27), and three focus groups with

older people with BD (28). Adaptations included: building confidence, competence and
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assertiveness; greater emphasis on relationship with the therapist; allocating more time to
explore extensive and complex histories; and explicit acknowledgement of the wealth of
experience the older person with BD is bringing to the therapeutic relationship. Specific
adaptations to enhance memory and learning included, repetition and using session summaries,
consistent with existing literature (26, 27). Participants were offered 14 therapy sessions, with
six or more considered an appropriate threshold for the therapeutic dose based on the original

RfT study (14).
Treatment as usual

No changes were made to any other interventions. Psychiatric medication use and previous

therapy experience were recorded.
Therapists

RfT-OA was delivered by three qualified clinical psychologists. ET delivered the majority of the
therapy (n=17). FL and SHJ worked with 1 client each. All were trained in the use of RfT-OA and

attended fortnightly peer supervision.
Key outcomes: Feasibility and acceptability

Information was collected on number of referrals per month, recruitment sources, number of
people assessed for eligibility and consented. Participant retention was assessed during
assessment, intervention and follow-up periods including completion of outcome measures.
Pre-specified criteria were used to interpret the findings in terms of feasibility and acceptability

outcomes for progression to a definitive RCT using a traffic light system (29).

Additional outcomes: feasibility and acceptability

Therapeutic alliance was assessed at the start (session 3/4), middle (sessions 8/9) and end of
therapy (session 13/14) using the Working Alliance Inventory-Short form (therapist and client
forms) (30).

Clients also rated the therapy on two scales: 1) how useful they found the therapy from 0 (not
at all) to 10 (extremely); 2) whether they would recommend the therapy to a friend experiencing
similar problems from 0 (definitely not) to 10 (definitely yes). Participants were given a copy of
the scales and an envelope during their penultimate therapy session to return at the final

session.
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Clinical and functional outcomes

Multiple clinical and functional outcome measures were used to assess participant attrition
rates, participant views of measures from qualitative interviews and to provide preliminary data
on outcomes. Participants were followed from baseline with telephone interviews at 12, 24, 36
and 48-weeks (observer-rated measures) and at 24 and 48-weeks by post (self-report

measures).

Observer-rated measures were the Personal and Social Performance Scale (PSP, 31) the SCID-5-
RV (21), the Hamilton Rating Scale for Depression (HRSD; 32), the Bech-Rafaelsen Mania Scale
(MAS; 33) and the modified Longitudinal Interview Follow-up (SCID-LIFE; 34) to assess time-to-

relapse.

Self-report measures were the Bipolar Recovery Questionnaire (BRQ; 35), the Quality of Life in
Bipolar Disorder Scale (QoL.BD; 36), the Internal State Scale (ISS; 37), the Centre for
Epidemiologic Studies Depression Scale (CES-D; 38), the Work and Social Adjustment Scale
(WSAS; 39) and the WHO Quality of Life Scale (WHOQOL-BREf; 40). The candidates for primary
outcome measure were the HRSD, MAS, SCID-LIFE and the BRQ, based on the original RfT study
(14).

Quality assurance
DD completed 18 telephone follow-up assessments whilst ET was on maternity leave. Inter-rater

reliability between ET and DD was assessed at both baseline and follow-up.

Data analysis
Analyses were conducted using SPSS version 25 (IBM Corp, 41) and followed a pre-specified

Statistical Analysis Plan, approved by the TSC.

Analysis was ‘as randomised’. Summary statistics were used to estimate key parameters such as
rates of recruitment, consent to the trial and retention to therapy and follow-up assessments.
Linear models were used to assess the effect of RfT-OA vs TAU alone on each continuous
outcome measure, with baseline value of the relevant measure as covariate. Time to first
relapse was analysed using Kaplan-Meier plots and the Cox regression modelling, with time since
last episode as covariate. Separate analyses were performed for three types of relapse (any

episode, depressive or manic). The focus of the analysis was point estimation with 95%
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confidence intervals, rather than statistical significance. P values have been reported in the
appendix for completeness. For statistical models, missing data were assumed to be missing at

random (dependent only on intervention group and baseline).

Pooled standard deviations for each continuous outcome, and median time-to-relapse, were
used to estimate key parameters needed (in conjunction with data from other relevant trials
(e.g., 42)) to determine the sample size needed for a future trial. Correlations between baseline
and follow-up for the continuous outcomes were also estimated as substantial correlations can

be used to reduce the target sample size if linear modelling techniques are used for analysis.

Qualitative interviews were analysed using content analysis (43) to understand participants’
experiences of key aspects of the trial process and psychological intervention. Key points and

supporting quotes are summarised in the results section and supplementary file 2.
Missing data

Missing items were imputed using a pro-rata strategy, provided that at least 75% of the items
were available. The exception was the WHO-QOL BREF (38) where there is a pre-defined strategy

for handling missing data. Please see supplementary file 3 for details.

RESULTS
Participants

Thirty-nine participants were recruited and randomised (see table 1). The majority were white
British (97%, n=38) and female (67 %, n=26) with average age 67 (s.d.=6) years. Most (74%, n=29)
were in the “young old” age category of 60-69 (44). Most participants were diagnosed with BD |

(87%, n=34) and average age of diagnosis was 48 (s.d.=11) years.

Mean MOCA score was 26 (s.d.=2), indicating mild to no cognitive impairment (23). Most
participants reported physical health difficulties (64.1%, n=25), ranging from 0-6 difficulties

(median=2), consistent with previous research (6).

148



Characteristic RfT-OA, n=19 TAU, n=20
Age, mean (s.d.) 66 (5) 68 (6)
Range 60-81 60-81
Gender

Male, n (%) 9(47) 13 (65)
Female, n (%) 19 (53) 7 (35)
Marital Status

Married or living with some as married, n (%) | 11 (58) 5(25)
Widowed, n (%) 2(11) 4 (4)
Divorced/ annulled, n (%) 6 (32) 7 (35)
Separated, n (%) 0 1(5)
Never married, n (%) 0 3(15)
Number of children

0, n (%) 2 (11) 4 (20)
1, n (%) 0 6 (30)
2,n (%) 12 (63) 5(25)
3,n (%) 3(16) 5(25)
4, n (%) 2 (11) 0
Diagnosis

Bipolar I, n (%) 15 (79) 19 (95)
Bipolar Il, n (%) 4(21) 1(5)
Age of bipolar diagnosis, mean (s.d.) 49 (11) 47 (12)
Range 31-80 22-72
On Medication

Yes, n (%) 18 (95) 20 (100)
No, n (%) 1(5) 0
Number of medications, median 2 2
Range 0-4 1-4
Type of medication

Mood stabilizer, n (%) 15 (79) 13 (65)
Anti-psychotic, n (%) 6 (32) 12 (60)
Anti-depressant, n (%) 8(42) 6 (30)
Physical health co-morbidities

Yes, n (%) 13 (68) 12 (60)
No, n (%) 5(26) 7 (35)
Missing, n (%) 1(5) 1(5)
Number of physical health problems, | 2 2
median 0-6 0-3
Range

MOCA score, mean (s.d.) 26 (2) 25 (3)
Range 22-29 22-30
Previous psychological therapy

Never, n (%) 9(47) 11 (55)
CBT, n (%) 4(21) 4 (20)
Counselling, n (%) 1(5) 4 (20)
Psychotherapy, n (%) 1(5) 1(5)
DBT, n (%) 1(5) 0
Psychoeducation group therapy, n (%) 3(16) 0

Table 1: Participant demographic and clinical characteristics
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Participant referred by clinician (n=17)

\b

Participant self-referred (n=73)

——

Participant assessed for eligibility (n=90)

Excluded (n=47)
Did not meet the inclusion

Excluded after consent (n=4)
e  Consented and

criteria:
e Participant declined
" (n=10)
v e Out of area (n=30)

unwell (n =2)
e Consented and

Participant consented and baselined (n=43)

e Age<60(n=3)
e  Concurrent therapy

unable to contact

(n=3)

A

(n=2)

Randomisation
(n=39)

—

Participant randomised to OA-RfCBT (n=19)
e Refused therapy (n=1)

e <6 therapy sessions (n=1)
e 6-12 therapy sessions (n=5)
e 14/14 therapy sessions (n=12)

e Significant cog
impairment (n=1)

\

Participant randomised to TAU (n=20)

y

v

Completed 12-week observer rated follow-up (n=19)

Completed 12-week observer rated follow-up (n=17)
e Unavailable (n=2)
e Life scores only (n=1)

¥

\ 4

Completed 24-week observer rated follow-up (n=17)
e Unavailable (n=1)
e  Withdrawn (n=1)

Completed 24-week self-report follow-up (n=17)
e  Withdrawn (n=1)

v

Completed 24-week observer rated follow-up (n=19)
e Unavailable (n=1)

Completed 24-week self-report follow-up (n=15)
e Unavailable (n=5)

v

Completed 36-week observer rated follow-up (n=16)
e Unavailable (n=2)
e  Withdrawn (n=1)

Completed 36-week observer rated follow-up (n=16)
e Unavailable (n=3)
e  Withdrawn (n=1)

v

Completed 48-week observer rated follow-up (n=17)
e Unavailable (n=1)
e  Withdrawn (n=1)

Completed 24-week self-report follow-up (n= 14)
e  Withdrawn (n=1)
e Unavailable (n=4)

v

Completed 48-week observer rated follow-up (n=15)
e Unavailable (n=3)
e Unavailable due to death (n=1)
e  Withdrawn (n=1)

Completed 48-week self-report follow-up (n=13)
e  Withdrawn (n=1)
e Unavailable (n=15)
e Unavailable due to death (n=1)




Participants: qualitative interviews

All participants offered RfT-OA were invited to take part in the qualitative interviews. Eight
participants took part: 2 women and 6 men, aged 61-72 (mean = 65), and attending 7-14 sessions

of RfT-OA.
Key outcomes: Feasibility and acceptability
Consent, recruitment and retention

Table 2 summarises feasibility and acceptability outcomes and colour codes with a traffic light
system (green; feasible: amber; feasible with modifications; red; stop). Ninety people were
referred into the study, 17 by a clinician. Of the 88 screened for provisional eligibility, 41 did not
meet the study criteria, 1 refused due to physical health difficulties and 3 individuals either
cancelled or did not attend their baseline interview. Forty-three of 47 eligible participants
consented to participate, although 2 then became unwell and 2 consented but then were

uncontactable. Thus 39/47 eligible and consented participants took part in the trial (green).

Thirty-nine participants were randomised (29 via self-referral and 10 identified by a clinician)

over 17-months; 2 participants per month (amber).

Retention for observer-rated measures was over 80% for each follow-up, with 82% (n=32)
retention at 48-week follow-up (green). Retention for the self-report measures was over 80% at
the 24-week follow-up and 69% (n=27) for the 48-week follow-up self-report (amber). One
participant lost to follow-up died during the final follow-up period for reasons unrelated to the

trial as confirmed by TSC.

Eight baseline interviews were double-rated by DD to assess whether participants met study
criteria (age, MOCA score, a BD Il or Il diagnosis and to confirm the participant was not in a
current episode). Fifteen follow-up interviews were also double-rated to assess whether the
participants met criteria for a SCID-5-RV episode and type of episode during a follow-up period.

There was 100% agreement regarding eligibility criteria for the follow-up interviews.
Therapy retention

Mean attendance was 12.2 (s.d=3.3) sessions. One participant did not start therapy, 89% (n=17)

attended more than 6 sessions (amber) and 68% (n=13) attended 14/14 sessions (green).
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Objective

Measurement process

Feasibility outcome

Estimate the
recruitment
rate

Recruitment rate is set at a
number based on the
maximum number of
participants that the
therapist can see per
month. However number
of eligible participants
recruited will be recorded
on a monthly basis to
inform the recruitment
plan for a larger trial.

Green - Feasibility will be shown where >= 3-4 participants are
recruited per month over the 15-month recruitment window
(n="50).

Amber - If >= 2 participants are recruited per month
(approximately 30 participants) or 4-5 participants are recruited in
the last 6 months of the trial (if recruitment problems are
overcome) then a future trial will be feasible but additional
strategies will be identified to achieve target recruitment

Red - If less than < 2 participants are recruited per month (<25)
over the recruitment period feasibility will not be demonstrated

Identify
consent rate
and reasons
for non-
recruitment

Number of referred
participants that are
eligible that choose not to
consent into the trial will
be recorded and reasons
for refusal will be
documented where offered

Green - Feasibility will be shown if >= 80% of eligible participants
referred consent into the trial

Amber - If >= 60% of eligible participants referred consent into
the trial then a future trial will be feasible if strategies to
overcome identified barriers are identified (including whether
more individuals are consenting who self-refer or clinician refer).

Red - If < 60% of eligible participants referred do not consent into
the trial then feasibility will not be demonstrated

Estimate the
proportion of
participants
lost to follow-
up and the
reasons for
loss to follow-

up

The loss of participants
during the follow-up period
will be recorded, plus
reasons for loss (if given)

Green - Feasibility will be demonstrated if >= 70% of participants
are retained at the 48-week follow-up

Amber - If >= 50% or more participants are retained to follow-up
at 48-weeks then a future trial will be feasible if strategies to
overcome identified barriers are identified

Red - If < 50% of participants referred do not consent into the trial
then feasibility will not be demonstrated

Estimate the
number of
therapy
sessions
attended

The number of therapy
sessions attended out of
the 14 offered will be
recorded

Green - Feasibility will be demonstrated if all of the participants
>= 6 sessions* of the 14 offered

Amber - If >= 75% of participants >= 6 or more sessions of the 14
offered a future trial will be feasible if strategies to overcome
barriers are identified.

Red - If < 75% of participants do not take up 6 or more of the
therapy sessions offered then feasibility will not be demonstrated

Estimate the
number of
participants
who drop out

The number of participants
who drop out of the
therapy sessions will be
recorded

Green - If >= 65% of the participants in the intervention arm
complete therapy then feasibility will be demonstrated

Amber - If >=50% of participant in the intervention arm complete

of therapy therapy then a future trial will be feasible if strategies to
overcome dropout are identified.
Red - If less than 50% of participants in the intervention arm drop
out of therapy then feasibility will not be demonstrated.

Assess the Interviews with 10-15 Feasibility will be demonstrated if >50% of participants indicate

feasibility of participants that have that the intervention is acceptable

delivering Rf- | taken partin the

T-OAinaway | intervention arm of the

thatis study to seek their views

acceptable to | on the therapy

people with

BD in later life

Table 2: Feasibility and acceptability outcomes
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Additional outcomes: feasibility and acceptability

Therapeutic alliance

Alliance data was available from 15 clients at the start of therapy (mean=63, s.d.= 5), 8 in the
middle of therapy (mean=66, s.d.=5) and 9 at the end (mean=65, s.d.=7). Alliance rated by the
therapists was similar with 15 ratings at the start of therapy (mean=64, s.d.= 6), 8 in the middle
(mean = 63, SD 7) and 9 at the end (mean=65, s.d.=6). Alliance ratings are similar to those

observed for psychological therapy in younger BD cohorts (14, 45).
Client ratings of therapy

Data was available for 15 participants: the usefulness of therapy averaged 9 (s.d.=2) and the
likelihood of recommending therapy averaged 9 (s.d.=1), meaning the participants found

therapy very useful and were very likely to recommend to a friend.
Qualitative interviews findings (see supplementary file 2 for example quotes).
Participants’ experiences of the intervention

The majority of participants indicated that they valued RfT-OA and highlighted its positive
impact on their lifestyle, family and work relationships. One participant found it difficult to
engage due to concurrent marital problems. Value was derived from both the recovery
approach and learning strategies to manage emotions in a new way. The majority of participants
felt 14 therapy sessions was enough. The participant who had not felt the benefit from the
sessions attended 7 sessions and expressed that they would have liked more. Participants felt
the session length of 50-60 minutes was sufficient and valued the flexibility of the sessions being

offered at home, work or the university.
Research process

On the whole, participants found the research process acceptable, although 5/8 participants
indicated they would prefer the follow-up appointments to be face-to-face rather than on the
phone. Participants were positive about receiving and returning the self-report measures by
post (see table 3). Participants did not express strong views on the acceptability and relevance

of individual outcome measures.
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TAU TAU TAU RfT-OA | RfT-OA | RfT- Adjusted 95% CI for
N Mean s.d. N Mean OA mean difference MD
s.d.
Bipolar Recovery
Questionnaire
Baseline 19 2026.2 316.8 18 1914.8 | 352.2
24-week follow-up 14 2248.0 359.8 16 21349 | 377.5 | 22.5(-172.4 t0 217.3)
48-week follow-up 12 2075.2 374.8 14 2136.2 | 345.3 | 62.9(-238.3 to 364.0)
HRSD
Baseline 20 5.0 4.5 19 4.5 4.0
24-week follow-up 19 9.7 8.7 17 5.3 4.5 -4.2 (-8.91t0 0.5)
48-week follow-up 15 9.4 10.30 17 4.8 4.1 -4.2 (-9.8t0 1.4)
MAS
Baseline 20 2.2 3.1 19 1.8 2.7
24-week follow-up 19 3.9 5.2 17 1.7 2.2 -1.8(-4.3t00.7)
48-week follow-up 15 2.6 2.9 17 1.0 1.5 -1.8(-3.4to0 -0.1)
X2 Df Lower Upper
Hazard 95% CL | 95% CL
ratio HR HR
(HR)
Time to any relapse 10.1 3 0.23 0.07 0.73
Time to manic relapse 6.1 3 0.44 0.13 1.51
Time to depressive | 7.7 3 0.13 0.01 1.06
relapse

N= number of participants, s.d = Standard deviation, Cl = Confidence interval, MD= Mean difference, x2
= Chi Squared, Df = Degrees of freedom, CL = Confidence limit

Table 3: Candidate primary outcomes measures (see supplementary file 4 for P-Values)
Clinical and functional measures

Effect size estimation for candidate primary outcome measures

BRQ

BRQ score in both groups increased to the 24-week follow-up which was numerically sustained
in the intervention group and reduced in the TAU at 48-weeks. However, there is not a clear
signal of potential clinical effectiveness. Pooled SD was 369.4 and 359.2 at 24 and 48-weeks
respectively. The estimated correlation between the baseline and the 24-week scores was high

(0.73), but there was no positive correlation between baseline and 48-week scores.
SCID-LIFE (Time-to-relapse)

RfT-OA participants had fewer depressive or manic relapses (18 TAU versus 7 RfT-OA), and
demonstrated a longer median time-to-relapse (15.5 vs 8.5 weeks) during follow-up (See table

3).
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Over 48-weeks, 17 participants experienced a depressive relapse (11 TAU versus 6 RfT-OA) and

8 a manic episode (7 TAU versus 1 RfT-0A).
HRSD

HRSD scores indicated mild depression on average in TAU at 24 and 48-week follow-ups,
compared to no depression in RfT-OA. The pooled SD was 7.0 at 24-weeks and 7.6 at 48-weeks.
The estimated correlation between the baseline and follow-up scores was very low (0.15 at 24-

weeks and 0.04 at 48-week).
MAS

MAS scores remained low throughout, indicating low levels of mania. MAS score was lower in
the RfT-OA group at both the 24-week and the 48-week follow-up compared to TAU, suggesting
lower levels of mania following therapy. The pooled standard deviation was 4.1 at 24-weeks and
2.2 at 48-weeks. The estimated correlation between the baseline and the 24-week scores was

0.44, but there was no positive correlation between baseline and 48-week scores.
Completion rates for candidate primary outcome measures
BRQ

At baseline 39/39 participants completed the BRQ, although two questionnaires were missing
>= 25% of the data; therefore 37 were included. At 24-weeks 31/39 questionnaires were
returned, with one excluded from analyses due to missing item data. At 48-weeks 27/39

questionnaires were returned, with one excluded from analyses due to missing data.
Time-to-relapse, HRSD and MAS

Observer-rated assessments, measuring time-to-relapse and mood symptoms were completed
at baseline, 12, 24, 36 and 48-weeks. Completion rates were 36/39 at 24-weeks and 32/39 at

48-weeks due to either participant dropout or unavailability.
Acceptability of candidate primary outcome measures

Participants did not give any specific feedback about particular questionnaires although they
indicated that the questionnaires in general were easy to understand (see supplementary file

2).
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Additional clinical outcomes

Additional clinical outcomes are reported in the Supplementary file 4 with higher mean scores
observed in the PSP in RfT-OA at both 24-week and 48-week follow-ups, indicating higher levels
of functioning. The other clinical outcome measures tended to favour RfT-OA, although this was

not consistent across all measures and time-points.

DISCUSSION

This is the first study to develop and evaluate a psychological intervention specifically for older
adults with BD, using an RCT design. RfT-OA was developed and designed in collaboration with

individuals living with BD (28), enhancing the quality, value and the relevance of the study.
Feasibility and acceptability of RfT-OA

The findings from the study largely support the feasibility and acceptability of RfT-OA, evaluated
against predefined criteria. It was possible to recruit 39 participants at a rate of 2.3 per month
(amber progression zone). This was with the lead researcher as the sole recruiter, working part-
time for the second half of the recruitment period. A well-resourced research team would be in
a stronger position to enhance the recruitment rate (discussed further below). Retention to
follow-up was strong and balanced across trial arms, with rates comparing favourably to
previous BD and older adult depression trials (14, 19, 46). Intervention arm participants engaged
with RfT-OA, demonstrating a significant commitment to therapy. Two participants did not
attend 6 or more therapy sessions (amber), therefore strategies to overcome any potential
barriers are discussed below. Interviews indicated that participants valued RfT-OA,
corresponding with high client ratings of therapy usefulness and recommending to a friend.

Alliance ratings were acceptable and comparable with younger BD cohorts (14, 45).
Primary outcome measure

Completion rates were higher for the observer-rated measures (e.g., time-to-relapse and mood
symptoms; 86-90%), than for the self-report measures (e.g., the BRQ; 70-81%), although a
number of strategies have been identified below to enhance self-report rates. Feedback from
the interviews indicated that participants were positive about the data collection process and
did not report any difficulties completing any of the measures. The MAS, HRSD and SCID-LIFE
(time-to-relapse) demonstrated a signal of benefit, although the trial was not powered to test

intervention effectiveness. Further consultation with older adults with BD will be needed to
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identify which measure is most relevant to their experiences and what they would want to
change during RfT-OA prior to confirming the most appropriate and meaningful primary

outcome measure for a definitive trial.
Sample size for a future trial

To help determine the appropriate sample size for a future trial, pooled SDs for MAS and HRSD,
and the median time-to-relapse were estimated. For the HRSD, a minimal-clinically important
difference in a trial context is often deemed to be around 3 points (e.g., 47), with a SD of 7-8
points (consistent with our results). Using a conservative 8-point SD (standardised effect
size=0.375), a sample size of 302 would be needed to achieve 90% power (two-sided 5%
significance level using a two-sample t-test), inflated to 404 (202 per group) to allow for an
anticipated 25% attrition. Baseline-outcome correlations were also estimated. These, however,
were generally low; only that for the 24-week, MAS was sufficiently large to enable a useful
reduction in target sample size. For both the HRSD and MAS, average scores were low
throughout which may bring into question the appropriateness of these as the primary outcome.
The estimated median time-to-relapse in TAU was 8.5 weeks, somewhat lower than previous
research on a similar population (14 weeks; 48). Using a conservative median time-to-relapse of
18 weeks, if participants were followed up for relapse for 52 weeks (SCID-LIFE data with data
from case notes where needed), using a Cox regression model (with 5% significance level) 320

participants would be needed to achieve 90% power to detect a hazard ratio of 2/3.
Limitations

There are a number of limitations to the study. Firstly, information on what constituted TAU was
limited. Referral route, medication use and information on previous psychological therapy were
collected to help define this; however, it would be useful to collect information regarding
current level of care for a future trial. Secondly, it was not feasible to employ a blinded research
assistant to carry out the assessment and follow-ups. Thirdly, data from people who had few or
no sessions of RfT-OA was lacking for the qualitative interviews. Finally, this was a relatively
small study, conducted in the North-West of England, with a predominantly White British
sample. A definitive trial would need to recruit a more geographically and ethnically diverse

sample to support generalisability of findings.
Learning for a future trial
There was substantially more interest from the self-referral recruitment route, compared to the

clinical route. A well-resourced research team would be poised to form stronger links with
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clinical teams, generating further interest and increasing the recruitment rate through both
routes. A number of strategies have been identified from recent research to enhance
completion rates for self-report measures, including providing detailed explanations regarding
the importance of data completeness in recruitment materials, collecting multiple contact
details and reminders via different methods (e.g., phone, text, post, email; 49). Preference for a
face-to-face interview for follow-ups was highlighted in the qualitative interviews, therefore
face-to-face, video or audio call could be offered to support completion of self-report measures.
Paying participants for completing the measures could further enhance retention and is
considered good practice with the National Institute for Health Research. Additionally, the
observer measures may have been affected by bias. A definitive trial would be fully costed to
employ independent, blind assessors to avoid any risks of bias. Finally, two participants did not
attend 6 sessions of therapy due to one person becoming unwell and not stabilising before the
end of the 6-month therapy window and one person dropped out due to personal reasons. In a
future trial, the option of extending the therapy window will be considered with a view to re-

engaging participants who dis-engage with therapy during the trial.
Conclusion

Despite these limitations, the trial was successful in demonstrating the feasibility and
acceptability of recruitment, retention and intervention processes. The majority of participants
started therapy when offered and adhered to the intervention, reporting positive benefits. The
assessment measures provide evidence for a signal for effectiveness on a range of outcomes
including mood symptoms, time-to-relapse and functioning. A definitive trial is now warranted
to provide a robust estimate of the clinical and cost effectiveness of RfT-OA and to provide an
important step for a group of individuals who, at present, do not have access to evidence-based

psychological care.
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CHAPTER SEVEN

Discussion
7.1 Overview

There is evidence to suggest that psychological interventions are effective for younger people
with BD (Oud et al., 2016), but there have been limited efforts focused on older people with BD.
This research aimed to increase our understanding of the condition and develop a psychological

intervention for older people with BD

The main aims of the thesis were to: improve our understanding of how bipolar disorder (BD)
presents in older adults, identify any potential adaptations to an existing recovery focused
therapy (RfT) developed for younger people with BD to meet the needs of an older population
and to evaluate the feasibility and acceptability of RfT for older adults with BD. The thesis
included three studies, designed to complement one another and address the lack of research

and service development in the area.
7.2 Key findings

Despite evidence to suggest individuals with BD demonstrate significant difficulties with
functioning (Rosa et al., 2008) and an impaired quality of life (IsHak et al., 2012 and Michalak et
al., 2005), study one found that there have been very few studies measuring psychosocial
functioning and quality of life in older people with BD. Thus, this confirms existing findings that
there is a lack of research focused on older adult with BD (Depp et al., 2004, Sajatovic et al.,
2015). Study one found 11 eligible studies, using 10 different measures of psychosocial
functioning and quality of life. This included seven measures of psychosocial functioning and
three measures of quality of life. The most widely used measure was the Global Assessment of
Functioning (GAF; Endicott et al, 1976) used in seven of the 11 studies. There was significant
variability across the scale and the pooled GAF score was 70.18 (s.d = 11.10) which indicates an
individual with ‘some mild symptoms or some difficulty in social, occupational or school
functioning’. Developing an understanding of the factors that influence higher functioning,
compared to lower functioning for older people with BD is important. This will increase our
understanding of the condition in later life and help shape effective therapeutic interventions
for those presenting with lower levels of functioning. The findings from the GAF are consistent
with a review focused on working-aged adults with BD (Akers et al., 2019). Although, Akers et
al. (2019) found 166 overall uses of the GAF with working aged adults which contrasts with the

low volume of studies focused on older people with BD. Study one did not find any evidence to
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suggest that there is an existing validated measure that assesses the psychosocial functioning or

quality of life of older people with BD.

Study two found that older people with BD were experiencing the same range of age-related
issues as older people with other mental health problems. These included an increase in physical
health problems, changes in cognition and issues such as losses, loneliness and isolation. There
appeared to be an additional impact of having lived a life with BD, with individuals reporting
more time as they got older to dwell upon events from the past, leading to a negative impact on
their mood. These events related to situations that had being exacerbated by their behaviour in
a mood episode (e.g., engaging in risky behaviour). Participants reported a change in their BD
symptomatology over the years, with some reporting fewer episodes now they were older,
whilst others reporting more, although shorter and milder. In general, the group reported more
low mood than high in later life. This finding is consistent with previous literature indicating
older people with BD were more likely to present with a depressive predominant polarity (Nivoli
et al., 2014). The majority of the group also felt their episodes of mania were not as intense as
when they were younger which corresponds with previous research indicating older adults with
BD experience a decreased severity of manic symptoms (Chen et al., 2017). Participants held
opposing views regarding the concept of recovery in later life, based on whether they saw it as
a personal or a clinical concept. Individuals who held positive views about their recovery journey
and were engaging in meaningful activities, felt their self-confidence and identity were intact.
The group were positive about the development of a psychological intervention for the
population and had very clear ideas about what they wanted from a therapist and what
adaptions would be helpful to consider for RfT-OA. These were consistent with general
guidelines developed specifically for working with an older adult client group (Laidlaw et al.,

2016). The focus groups led to a number of different recommendations for delivering RfT-OA.

Study three examined the feasibility and acceptability of RfT-OA. The study found that it was
possible to recruit older adults with BD from both a clinician and self-referral route. Once
recruited, the majority of people consented and were randomised to take part in the trial.
Retention to follow-up was strong and balanced across both arms which compared positively
with previous BD and older adult trials (e.g. Jones et al., 2015, Jones et al., 2018, Laidlaw et al.,
2008). Participants demonstrated a significant commitment to therapy, with 89% of the sample
attending six or more sessions and 68% attending 14/14 sessions offered. The qualitative data
demonstrated that participants found RfT-OA acceptable and they highlighted the positive
impact on lifestyle, family and work relationships. They appeared to value both the recovery

approach and learning new strategies to manage their emotions in a different way. Findings
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from the qualitative interviews corresponded with high client ratings of therapy usefulness and
whether they would recommend RfT-OA to a friend. The trial was not powered to test
intervention effectiveness, however the assessment measures provided evidence for a signal of
effectiveness on a range of outcomes including mood symptoms, time to relapse and
functioning. In comparison to Jones et al. (2015), the trial did not find evidence for a clear signal
on the Bipolar Recovery Questionnaire (BRQ; 2012). Scores increased in both groups (indicating
improved personal recovery) at the 24-week follow-up. The scores were sustained in the
intervention arm and decreased in the TAU group at the 48 weeks follow-up. The lack of clear
signal was surprising as findings from the focus groups indicated that older people with BD
wanted to work on areas of personal growth such as building assertiveness, confidence and
competence which align with items on the BRQ. A project is underway now to find out whether
the BRQ accurately describes individuals in later life’s experiences and whether the measure
captures what older adults with BD would like to see change during therapy. Overall, the results
from the trial suggest that RfT-OA is feasible, acceptable and has the potential to be effective
on a number of different outcomes, as demonstrated by both the quantitative and qualitative

data.
7.2.1 Understanding the overall findings through a critical lens

A critical realist approach was adopted as it encourages a holistic exploration of phenomena,
based on different research questions that use multiple research methods (Walsh & Evans,
2014). Mixed methods were employed to access different versions of the participants reality
and provide a greater depth of understanding of the outcomes and why such events had
occurred. In the focus group study, individuals reported mixed views about recovery. Using a
critical realism lens allowed a deeper investigation into the mechanisms and a broader
understanding of why this difference had occurred. Further exploration identified that some
individuals had received negative messages in the past from health professionals and their
ability to move on. Those who identified with a more ‘personal’ concept of recovery reported
engaging in a range of meaningful activities and felt their self- identity and confidence were still
intact. Those who identified with the traditional ‘clinical’ view of recovery, had received
negative messages in the past about their ability to ‘recover’ in later life. They were less positive

about their journey and questioned their ability to move on and change.

A critical realist approach was used in the RCT to help understand the influence of context on
the effectiveness of the intervention. A critical realist approach to the RCT allowed a deeper

understanding of the outcomes and to learn what works for some and not for others. From a
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feasibility perspective, the qualitative data allowed the researcher to look at the mechanisms
and understand why some people were not completing the assessment data. The interviews
demonstrated that some people had a strong preference for face-to-face interviews. This finding
may explain why some people did not complete the follow-up interviews over the telephone or
complete the self-report measures on their own at home. This finding extends the feasibility

data and will help for future planning for a definitive trial.

As discussed previously, one of the drawbacks of using an RCT design is that average effect sizes
are reported across groups (Deaton & Cartwight, 2018) and therefore the subjective, individual
experience can be missed. There are, however, often outliers which can provide a rich source
of understanding. One of the original aims was to use qualitative techniques to explore the
outliers and see why some individuals did not attend any sessions of therapy/ only attended a
few sessions, with an aim of understanding why some people did not want to engage in the
therapy. At the end of the trial, there was only one person that did not take up any sessions, one
person attended four sessions and one person dropped out after six sessions. Unfortunately,
these people declined taking part in the qualitative interviews and therefore the researcher was
not able to gain insight into why certain individuals did not want to take part in the therapy,
which would have been useful for a future trial. Most people that took part in the qualitative
interviews had attended a high number of therapy sessions. One person took part who attended
seven sessions out of the 14 sessions offered. Their experience of the intervention appeared to
be significantly different to those who attended a high number of sessions of therapy. Those
who attended a high number reported a positive impact on lifestyle, family and work
relationships and appeared to value the recovery approach combined with strategies to manage
mood. The person who attended seven sessions discussed how having marital issues at the time
of therapy impacted on their ability to attend the sessions and feel any real benefit, which led
to them to decide to terminate the sessions. This individual interpretation and context allowed
a deeper understanding into the findings and offered insight into why they dropped out prior to

the end of therapy.
7.2.2  Findings in relation to theory
7.2.2.1 BD related theory

Iliness staging is widely used within healthcare to predict the course, prognosis and treatment
response for a range of conditions (Berk et al., 2017). Staging models in BD are based on the
premise that psychopathology follows a predictable course from an early ‘at-risk’ stage, to

later, end-stage manifestations (Berk et al., 2017).
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Research findings indicate that individuals with late-stage BD (there is no clear definition but
proposed as individuals who have experienced 10 or more episodes, Magalhaes et al., 2012),
are subject to poorer outcomes. These include higher levels of functional impairments and
perceived stigma, increased risk of relapse and chronic depressive symptoms and impaired
quality of life (Magalhaes et al., 2012). With regards to treatment response, Scott et al’s (2006)
CBT trial found individuals who experienced 12 or more episodes of BD predicated a negative
response to CBT. Taking this into consideration, Murray et al. (2021) postulated that traditional

symptom-focused interventions may be less beneficial for individuals with late-stage BD.

The majority of individuals taking part in study three had lived with BD for a significant number
of years, placing them within the late-stage category. RfT-OA was designed to specifically take
into account older adults complex needs and the impact of living with BD over a lifetime. RfT-
OA offers the flexibility to work with a range of outcomes, compared to traditional approaches
that have been focused on symptom eradication and cure. The findings from the trial indicate
that RfT-OA offers a promising alternative for individuals living with later-stage BD, with a
signal for effectiveness on a range on outcomes (Tyler et al., 2022). This contrasts with the
findings from Scott et al’s (2006) trial where individuals with late-stage BD experienced a
negative response to CBT and is consistent with Murray et al. (2021) that focusing primarily on

symptoms during therapy may not be the best way of supporting people at this stage.

7.2.2.2 Ageing related theory

The activity theory of aging (Havighurst, 1961) is based upon the premise that the more activity
a person engages with, the better they age. The theory places emphasis on the importance of
social activity and suggests that a person’s self-concept is related to the roles they hold (e.g.,
retirement and a loss of work role isn’t too harmful if a person maintains other familial,
recreational or voluntary roles). In contrast to the activity theory, the disengagement theory of
aging (Cummings and Henry, 1961) posits that successful aging involves a voluntary
disengagement from the social roles present in adult life. Interestingly the results from the focus
group study in this thesis provided support for the activity theory as individuals who had
experienced negative changes within their social networks were struggling with their sense of
identity. In contrast those who still had a voluntary job and were re-building their social
networks felt they were either re-establishing or already had a solid sense of identity.

Additionally, rather than ‘disengaging’ from society, individuals from the focus groups had a
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strong sense of wanting to contribute to society and look for new opportunities following a

lifetime of living with BD and transition into later life.

As discussed in the introduction chapter, in Freud’s early work where he wrote about learning
ceasing after the age of 50 (Freud, 1905/ 1953), may have contributed to negative societal
stereotypes and over generalisations (e.g., too old to change). These pessimistic views alongside
theories such as the loss-deficit theory of aging (Berezin, 1963) discussed previously may have
hindered access to psychological therapies for older people with mental health difficulties. One
of the original objectives of the RCT in study three was to identify whether older people with BD
would self-refer and consent into a trial that offered tailored psychological therapy. The results
indicate that far more individuals came into the study through self-referral than through the
NHS clinical route, demonstrating a motivation to engage in the trial. Additionally, if eligible, the
majority of older adults with BD consented to take part. Once randomised to the therapy group,
the majority of people attended all of the therapy sessions offered. These findings indicate that
older people with BD want the opportunity to engage with psychological therapy when offered.
Additionally, individuals that were offered the therapy and took part in the qualitative interviews
reported a range of positive lifestyle changes. These finding directly contrast with Freuds early

work and indicate that change and learning are clearly possible during the later stages of life.
7.3 Strengths and limitations

The research has a number of different strengths and limitations. They have been presented
throughout the chapters and will be summarised here. One of the significant strengths of the
research is the use of mixed methods. This approach fitted well with the researcher’s
philosophical position as a critical realist and the overall aims of the study. The researcher had
pre-existing knowledge regarding the presentation of BD in later life, what adaptations had been
made in previous research studies for older people with other mental health conditions and the
effectiveness of psychological interventions for younger cohorts with BD. The work was
informed from the outset due to the researcher’s existing knowledge, however there was
limited research regarding the presentation of BD in later life and what psychological therapies
may be acceptable and effective for this client group. The researcher designed a two-phase,
exploratory mixed methods study so that qualitative data from the focus groups could be used
to shape the intervention used in the trial. Mixed methods were also used to assess the
feasibility and acceptability of the intervention, combining data from the quantitative measures

with the data from the qualitative measures. This resulted in a deeper level of understanding of
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the intervention and research processes and how this varied between different individuals and

across different contexts from the people who were recruited.

Whilst mixed methods have many different advantages, they have been criticised by purists of
either qualitative or quantitative approaches who believe that mixing the two paradigms should
not be attempted as they draw upon different philosophical positions (Johnson and
Onwuegbuzie, 2004). There is however a growing recognition that it is possible to draw on both
approaches to maximise the strengths and reduce the weaknesses within a single study
(Creswell & Plano Clark, 2011). As a result, social research methods and methodology text books
now include distinct sections devoted to combining methods (e.g., Creswell, 2008 and Bryram,
2012), leading to mixed methods research being described as a “third methodology” (Tashakkori
&Teddlie, 2010b).

Mixed method approaches have also been criticised as the researcher is required to have
knowledge of the various research methods used and a working knowledge of the analytic
procedures and tools related to both approaches (Bazely, 2004). This knowledge requires time,
training and funding (Creswell & Plano Clark, 2011). Prior to starting the research, the researcher
had a lot of experience analysing quantitative data but limited experience working with
qualitative data. As the research was undertaken over seven years and a training and
development plan was fully funded by the National Institute of Health Research (NIHR) as part
of the Doctoral Fellowship Programme, the researcher had adequate time and funding to
undertake training in qualitative methods. There was also the opportunity to access additional
training in some of the quantitative elements that were specific to the trial (e.g., survival
analysis). Additionally, the researcher supervisors were experienced in both approaches and
were able to supervise the use of both methodologies. The researcher also had additional

support from a statistician to supervise some of the more complex analysis for the trial data.

A strength of study one is the comprehensive and systematic search strategy used. The
researcher attended a three-day course at the University of York’s Centre for Reviews and
Dissemination which offered an in-depth introduction to systematic reviews and evidence
synthesis methods. Attendance on the course ensured that the researcher felt prepared to
identify a suitable research question, use PICOS criteria as a systematic approach, develop and
register a protocol on the PROSPERO database, develop a comprehensive search strategy, learn
techniques for data extraction and synthesise the results from a search. This resulted in a high-
quality systematic review, with all titles and abstracts double screened by two reviews and 33%

double screened at the full text stage. Unfortunately, there were limited numbers of studies
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using a quality of life or psychosocial functioning measure and therefore the pooled analyses

and means must be interpreted with caution due to the relatively small sample sizes.

The main strength of study two is the involvement of individuals with lived experience of BD in
later life. As there were limited studies focused on developing psychological interventions for
older people with BD, the researcher was interested in finding out individual’s subjective
accounts of their experiences of living with BD in later life and their feedback on the acceptability
of the intervention. To the researcher’s knowledge, this is the first study to involve older people
with BD to help shape a psychological intervention specifically for their cohort. This approach
fits with the underlying principles of recovery within mental health care which places emphasis
on taking control of one’s own life, developing individual coping strategies and actively working
to maintain wellbeing, rather than being a passive recipient of professional healthcare (Owens
et al., 2011). There are numerous benefits of involving service users in research including the
empowerment of individuals with lived experience and the improvement on the quality,
relevance and acceptability of the findings (Boote et al., 2002; Entwistle et al., 1998). However,
there have been widespread concerns that patient and public involvement remains tokenistic in
nature rather than really valuing service user input and involvement (Domecq et al, 2014). The
researcher aimed to promote collaborative, active engagement during the focus groups and
work with individuals with lived experience as equals. On reflection, service users were not
involved in all of the aspects of the decision making regarding the final intervention offered
during study three. Separate meetings took place with the research team to finalise adaptions
to the original RfT intervention and tasks such as literature searches were undertaken by the
researcher alone. On reflection, service user involvement should have been present at all stages

of the intervention design.

One of the biggest challenges of running the focus groups was the participant attendance. The
original aim was to run three separate focus groups with the same group of individuals. The
researcher wanted to explore the different research questions in group one and two, then revisit
the original questions in group three until a clear pattern emerged and theoretical saturation
was achieved (Krueger, 1994). In reality, this was not achievable as individuals were not able to
attend all three groups due to various commitments. This resulted in three different groups of
individuals for each focus group with each participant having the opportunity to express their
ideas on each of the original research questions. Additional focus groups with all participants in

attendance would have been helpful to ensure that a clear pattern was emerging.
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Sampling bias is a limitation of both study two and study three. All of the participants who took
part in study two were recruited through the Spectrum Connect database and self-referred into
the study. This is a confidential database of individuals who have signed up to take part in any
future research studies of interest. This may have resulted in a highly motivated sample and all
but one of the participants had retired from a professional working background. This is a
constraint of the study and therefore the clinical recommendations developed from the focus
groups may not encompass a diverse range of perspectives due to the relatively small sample
size and the potential homogeneity of the participants. However, taking this into consideration,
RfT-OA was also developed using the clinical recommendations alongside both relevant
literature in relation to adapting psychological therapies for older adults and expert experience

to try to mitigate this limitation.

With regards to potential sampling bias in study three, significantly more individuals self-
referred (n=73), compared to via the clinical route (n=17) in study three. This resulted in 29/ 39
self-referred participants randomised to take part in the trial. The majority of the self-referred
participants were not part of secondary mental health services and were managed solely by
their GPs, which may have led to a higher functioning sample being recruited compared to
previous BD intervention studies. In a future, definitive trial, a well-resourced research team
would be prepared to build stronger links with clinical teams and ensure a more balanced

recruitment strategy.

All of the participants taking part in study two were White British and all in study three were
White, with 38/39, White British, living in the north-west of England. The results from both
studies may not be generalisable to individuals from different backgrounds and cultures. This is
a major limitation of the research as most modern psychotherapies, including CBT are
underpinned by European-American values (Naeem et al., 2019; Stone et al., 2018). CBT for
example involves exploring and modifying core beliefs, however these can vary across cultures
(Tam et al., 2007). Our cultural and sub-cultural background can also influence beliefs about
well-being, causes of mental health problems and help-seeking behaviours (Altweck et al., 2015;
Hagmayer & Engelmann, 2014). An individual from a different cultural background therefore
may have a different experience of living with BD in later life and may have different ideas about
the type of help they want to manage their condition compared to a person from a White British

background.

It was not feasible to employ a blinded research assistant to carry out the assessment and

follow-ups as the research was funded via a personal award from the NIHR. As the main aims of
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the trial were to explore the acceptability and feasibility of RfT-OA, testing procedures and
investigating recruitment and retention rates, this was not considered to be an important factor
relating to these outcomes. The researcher was aware of the allocation of research participants
and therefore there may have been interviewer bias in relation to the completion of the
outcome measures. Empirical evidence suggests that blinding in trials does make a difference
(Karanicola et al., 2010). Schulz et al. (1998) found a significant difference in the size of the
estimated treatment effect between trials that reported “double blinding” compared to those
that did not (p = 0.01). Additionally, the researcher delivered the majority of the therapy during
the trial and therefore the participants may have been subject to acquiescence bias. The Likert
rating scales and the WAI (Tracey & Kokotovic, 1989) did include an equal ratio of positively and
negatively framed items though and this may have reduced the opportunity for individuals to

respond without considering the content (Krosnick, 1999).

Finally, the use of the Structured Clinical Interview for DSM-5, research version (SCID-5-RV; First
et al., 2015) is both a strength and a limitation of study three. Diagnostic manuals such as the
DSM-5 and the ICD-10 (World Health Organisation, 1993) were created to provide a definitive
list of mental health conditions and provide a common language for mental health professionals.
As discussed in the methodology chapter, diagnosis can provide a helpful framework for a
person to navigate and understand their difficulties. However, a diagnosis sometimes does not
fully fit a person’s experiences and can lead to confusion and a person feeling labelled and
stigmatised. There is also considerable heterogeneity in a wide range of psychiatric diagnoses,
with two people receiving the same diagnosis without sharing any symptoms in common
(Allsopp et al., 2019). The DSM-5 was used in study three to confirm whether individuals met
criteria for the study. This included having a diagnosis of BD and their mood being stable at the
time of the baseline interview. Individuals taking part in the study may have had very different
experiences of living with BD, presented with different symptoms and still met criteria. The cut
off for whether a person is in episode is also arbitrary, with 14 days for a depression episode and
7 days for a manic. A person may have had depressive or manic symptoms for a few days at the
time of the baseline interview, however still met criteria for the study. Following the baseline
interview, their symptoms may have exacerbated, leading them to experience a full-blown
episode which may have potentially affected their response to the therapy and subsequent

outcome measures.
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7.4

Recommendations for clinical practice

The research highlights a number of recommendations for clinical practice:

International action plans focused on aging highlight the importance of improving
quality of life for people as they age (World Health Organisation, 2015; Tesch-Roemer,
2012; Malva & Bousquet, 2016). It has also been argued that functional outcomes are
more meaningful measures of response to treatment for individuals with BD compared
to psychiatric rating scales (Keck, 2004). Clinicians working with older people with BD
should be routinely measuring outcomes such as quality of life and functioning. Findings
from the systematic review indicate that older people with BD demonstrate significant
variability on these measures. Individuals scoring higher on the measures may provide
some insight into the factors that influence superior functioning and quality of life and
help shape effective therapeutic interventions for those scoring lower on the scales.
Clinicians working with older people with BD should explore the person’s concept of
recovery and whether this is aligned with the traditional ‘clinical’ view or a personal
view. Findings from study two indicate that this can impact on a person’s perception of
their ability to make changes.

Older people with BD may experience a decline in their cognitive functioning, even
whilst not in a mood episode. Clinicians working with older people with BD should use
strategies such as repetition and association, writing summaries at the end of each
session and revisit at the beginning of the next as identified by participants during study
two.

The prevalence of visual impairment or hearing loss increases with age (Liu et al., 2021).
Clinicians should use clear and simple language and make study materials accessible and
visually interesting. Clinicians should also consider using images, films or audio
recordings as a way of enhancing the therapeutic experience as highlighted by
participants in study two.

Clinicians should spend time building relationships with older people with BD and allow
more time to explore a longer and potentially more complex history as highlighted by
participants in study two. Clinicians should be aware of the range of health-related and
age-related changes that can occur in later life and the impact this may have on the
person’s symptom presentation as reported in study two.

Clinicians should treat older people with dignity and respect and develop a shared
understanding of the wealth of experience the older person with BD brings to the

therapeutic relationship. Nurturing the resilience and wisdom developed as a product
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of coping with adverse circumstances should be a priority for therapy, as highlighted by
participants in study two and consistent with Knight and Laidlaw’s (2009) work with
depressed older people.

7. Clinicians should support pre-existing strengths and identity areas such as assertiveness,
confidence and competence building to manage BD related experiences as highlighted
by participants in study two.

8. Psychological interventions for older people with BD should be designed and delivered,
focusing on a range of outcomes, not solely clinical remission. Study three was not
powered to test the intervention effectiveness, however there was a signal for a range
of outcomes including mood symptoms, time to relapse and functioning.

9. Clinicians should encourage older people to take up opportunities such as taking part in
research. Significantly more older adults self-referred into the trial compared to the
clinician route which highlights a potential barrier and conflicts with a personal recovery
approach where individuals are encouraged not to be passive recipients of their
healthcare.

10. If clinicians choose to use outcome measures with older people with BD, they should
consider filling out the measures in session rather than sending home as retention rates

were higher for observer rated measures compared to the postal, self-report measures.

7.5 Recommendations for future research

The research presented in the thesis provides the foundation for a number of future research

areas:

1. The systematic review conducted during study one did not find any evidence for an
existing validated measure of psychosocial functioning or quality of life for older people
with BD. There are existing measures that have been developed in conjunction with
service users living with BD for a working age population such as the Bipolar Recovery
Questionnaire (Jones et al., 2012) and the Quality of Life in Bipolar Disorder (QoL.BD)
scale (Michalak and Murray., 2010). To the author’s knowledge there is no existing
measure developed specifically for older people with BD. Such as tool should be
developed for future research with the population.

2. Further exploration of the themes identified in study two during the focus groups such
as the experience of aging with BD and impact on symptoms and the concept of recovery

in later life. This could be achieved using a mixed methods approach, for example
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combining semi-structured interviews and questionnaire measures to provide a deeper
level of understanding.

3. A study recruiting older people with BD from different cultural backgrounds and
investigating the experience of ageing with BD and the type of help wanted to manage
their condition in later life. This could be achieved using semi-structured interviews or
focus group methodology.

4. Further consultation with older people living with BD is needed to identify an
appropriate, meaningful outcome measure for a definitive trial.

5. Alarge-scale survey study recruiting individuals with BD across the older adult age span
to explore functioning, quality of life and recovery. The results might indicate patterns
within particular groups (e.g., age group, type of BD, course of BD) that relate to levels
of functioning, quality of life and recovery.

6. A definitive trial comparing RfT-OA to treatment as usual is now warranted to provide a
robust estimate of the clinical and cost effectiveness of RfT-OA and to provide an
important step for a group of individuals who, at present, do not have access to

evidence-based psychological care.

7.6 Final remarks

Older people have been subject to pessimism and stereotypes such as they are “too old to
change”. This may have hampered the development of psychological interventions for this
population. The research presented in the thesis has demonstrated the significant difference in
the amount of research and service use development focused on younger people compared to
an older adult population. The research presents the first randomised controlled trial designed
specifically for older people with BD, developed in conjunction with service users living with the
condition. The findings largely support the feasibility and acceptability of a recovery focused
psychological intervention for older people with BD. These findings represent an important step
for a group of individuals, who at present, do not have access to evidence based psychological

care.
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8.1

Appendices

Appendix A

N l H R | National Insttute PROSPERO
for Health Research International prospective register of systematic reviews

Citation
Elizabeth Tyler, Steven Jones, Fiona Lobban, Bogdan Hadarag. A systematic review of psychological

functioning and quality of life in people with later life bipolar disorder. PROSPERO 2020 CRD42020200169
Available from: https://www.crd.york.ac.uk/prospero/display_record.php?iD=CRD42020200169

Review question

» What measures have been used to assess quality of life and psychosocial functioning in older adults with
bipolar disorder?

» What is the distribution of psychosocial functioning and quality of life scores for older people with bipolar
disorder?

Searches

The searches will be run in; MEDLINE, Psych-Info, AMED and CINAHL

Limiters will be set to include papers published in the English language, joumal articles and human subjects
only.

Group A

“bi polar” OR “bi-polar” OR bipolar OR “mania*" OR “hypomani** OR “mood disorder*” OR “mood
disturbance*" OR “mood swing*" OR “affective disorder*” OR “affective illness*"

This group will also be combined with the appropriate subject headings/MeSH headings in each database.
Group B

“older adult” OR “older person” OR “old age” OR “elderty” OR “elderly person” OR “senior” OR

“geriatric*” OR “retire*” OR “pension*” OR "over 50" OR “older adult® OR “older person® OR “old age”

OR “elderly” OR “elderly person” OR “senior” OR “genatric*” OR “retire*” OR “pension*"

This group will also be combined with the appropriate subject headings/MeSH headings in each database.
Group C

“psycho social” OR “psycho-social” OR “psychosocial” OR “psychological functioning” OR “social
functioning”

This group will also be combined with the appropriate subject headings/MeSH headings in each database.
Group D

“health-related quality of life" OR health related quality of life" OR “quality of life measure” OR “QOL"

This group will also be combined with the appropriate subject headings/MeSH headings in each database.

The search method will be as follows: Group A AND Group B AND Group C OR Group A AND Group B AND
Group C

Types of study to be included

Page: 1/5
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NIHR) | lationalnstiute . ‘ . PROSPERQ
for Health Research International prospective register of systematic reviews

Inclusion Criteria:

» The study is published in a peer reviewed journal

* The study includes a quantitative measure of psychosocial functioning or quality of life

= Case control, eohort, cross-sectional and epidemiological studies will be included

+ RCT studies will be included when they have published baseline data

» Studies written in the English language. Unfortunately, this review does have the resources to facilitate the
translation of journal articles.

Exclusion Criteria:
» The study only reports qualitative data

» Editorials, comments, letters to the editor, book chapters, case series, and dissertationsftheses (i.e. grey
literature) will not be included in this review

Condition or domain being studied
The review focuses on studies that have used a quantitative measure of psychosocial functioning or guality
of life: in a sample of people over the age of 50 with a diagnosis of bipolar disorder.

Participants/population
Inclusion Criteria:

= The study includes a sample of individuals diagnosed with BD | or || with a formal diagnosis according to
Diagnostic and Statistical Manual (DSM-IlI, DSM-IIIR, DSM-1V, DSM-IV-TR & DSM-V) or the International
Classification of Diseases (ICD-9 or ICD-10).

* The study includes a sample of people with mixed diagnoses where the scores for individuals with BD are
reported separately.

* The study includes individuals with BD who are 50 years or older.

* The study includes a sample of individuals with BD with mixed ages where the scores for those who are 50
years or older are reported separately.

Exclusion Criteria:
* The study sample does not have a diagnosis of BD
* The study sample is below the age of 50 years

= The study sample has mixed diagnoses and it is not possible to separate the scores of those with BD from
the other diagnoses

* The study =ample has mixed ages and it is not possible to separate the scores of those who are 50 years
ar older from the other age ranges

* The BD sample has a comorbidity that directly affects their cognitive functioning (e.g. dementia, brain
damage or a learning difficulty).

Intervention(s). exposure(s)
Inclusion criteria:
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* A quantitative measure of psychosocial functioning was used

= A quantitative measure of psychological functioning was used

= A quantitative measure of social functioning was used

= A quantitative measure of general functioning was used that focuses on psychesocial functioning
* A quantitative measure of quality of life was used

Exclusion criteria:

= Mo measure of peychosocial functioning was usad

* No measure of quality of life was used

* The measure used in the study was assessing a type of functioning that was not relevant; e.q. cognitive
functioning o executive functioning.

Comparator(s }control
Mot applicable

Main outcome(s)
To identify the measures that have been used to assess psychosocial functioning and quality of life in people
aver the age of 50 with BD.

To describe the distribution of psychosocial functioning and quality of life scores for older people with BD.

Measures of effect

Mot applicable

Additional outcome(s)
Mone.

Measures of effect
Mot applicable.

Data extraction (selection and coding) [1 change]

Results from the electronic searches in the databases MEDLINE, PsycINFO, AMED and CINAHL will be
imported into Endnote. After deleting duplicates, the study titles, abstracts and full text articles will be
searched by two independent reviewers for inclusion in the review. Studies included for analysis in the
review will meet the criteria specified in questions 19, 20 and 22. Any disagreement in study selection will be
resolved through discussion and consensus or by consulting a third reviewer.

Extracted information will include; type of study, study sample (e.g. age range, diagnosis, setting), the
specific measure of psychological functioning or quality of life, the mean andfor median, standard deviation
and'or range of scores. Data exiraction will be verified by a second reviewar.

Risk of bias (guality) assessment

An appropriate tool will be identified depending on the type of study (e.g. cross-sectional, cohort, case-
confrel) using the guidance from Ma et al (2020). The reviewers will independently assess the risk of bias
and study quality. Disagreements batwaen the two reviewers will be resolved through discussion and
CONSENSUS.

Sirategy for data synthesis [1 change]

Page: 5/5
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Data synthesis will be conducted to identify the distribution of psychological functioning or quality of life
across studies. The mean and/or median, standard deviation and/or range of scores from each included
study sample will be extracted from the papers. Where studies have used the same measure of
psychological functioning or quality of life, the means / median and standard deviation / range of scores will
entered into SPSS. A mean/ median and standard deviation / range of scores will be calculated for each of
these measures. The information will be displayed in a table and a narrative summary of the distribution of
scores will be reported.

Analysis of subgroups or subsets
Not applicable

Contact details for further information
Dr Elizabeth Tyler
e.tyler@lancaster.ac.uk

Organisational affiliation of the review
Spectrum Centre for Mental Health, Division of Health, Lancaster University.

Review team members and their organisational affiliations

Dr Elizabeth Tyler. Spectrum Centre for Mental Health, Division of Health, Lancaster University
Professor Steven Jones. Spectrum Centre for Mental Health, Division of Health, Lancaster University.
Professor Fiona Lobban. Spectrum Centre for Mental Health, Division of Health, Lancaster University.
Mr Bogdan Hadarag. Lancaster University

Type and method of review
Narrative synthesis, Systematic review

Anticipated or actual start date
01 September 2020

Anticipated completion date
01 July 2021

Funding sources/sponsors
Dr Elizabeth Tyler is funded by the National Institute for Health Research (NIHR) as part of the Doctoral
Research Fellowship programme.

Grant number(s)

State the funder, grant or award number and the date of award

Grant No: DRF-2014-07-094.
Conflicts of interest

Language
English

Country
England

Stage of review
Review Ongoing

Subject index terms status
Subject indexing assigned by CRD

Subject index terms
Bipolar Disorder, Humans: Quality of Life

Date of registration in PROSPERO
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N l H R Mational Institute PROSPERO
for Health Research International prospective register of systematic reviews

18 August 2020

Date of first submission
21 July 2020

Stage of review at time of this submission

Stage Started Completed
Preliminary searches Yes No
Piloting of the study selection process No No
Formal screening of search results against eligibility criteria No No
Data extraction No No
Risk of bias (quality) assessment No No
Data analysis No No

The record owner confirms that the information they have supplied for this submission is accurate and
complete and they understand that deliberate provision of inaccurate information or omission of data may be
construed as scientific misconduct.

The record owner canfirms that they will update the sfatus of the review when it is completed and will add
publication details in due course.

Versions
18 August 2020
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Appendix B

Diagnosis of participants
(including diagnostic tool used)
Mean/ Median age of
participants

Current mood state (if reported)

Gender split of participants

Extraction Data items Study
using PICOS
Patient Number of participants

Intervention

Brief description of intervention

(if applicable)

Comparator

Brief details of comparators and/

or controls (if applicable)

Outcomes

Psychosocial functioning or

quality of life measure used

Mean/ Median and SD/ range of

scores on measure

Study design

Study title

Study authors
Year of publication
Study aims

Study location

Study design
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Appendix C

Standards for Reporting Qualitative Research (SRQR)

http://www.equator-network.org/reporting-guidelines/srqr/

Page
Title and abstract

Title - Concise description of the nature and topic of the study Identifying the
study as qualitative or indicating the approach (e.g., ethnography, grounded
theory) or data collection methods (e.g., interview, focus group) is recommended 1

Abstract - Summary of key elements of the study using the abstract format of the
intended publication; typically includes background, purpose, methods, results,
and conclusions 2

Introduction

Problem formulation - Description and significance of the problem/phenomenon

studied; review of relevant theory and empirical work; problem statement 4
Purpose or research question - Purpose of the study and specific objectives or

guestions 4&5
Methods

Qualitative approach and research paradigm - Qualitative approach (e.g.,
ethnography, grounded theory, case study, phenomenology, narrative research)
and guiding theory if appropriate; identifying the research paradigm (e.g.,
postpositivist, constructivist/ interpretivist) is also recommended; rationale** 5

Researcher characteristics and reflexivity - Researchers’ characteristics that may
influence the research, including personal attributes, qualifications/experience,
relationship with participants, assumptions, and/or presuppositions; potential or
actual interaction between researchers’ characteristics and the research
questions, approach, methods, results, and/or transferability 8

Context - Setting/site and salient contextual factors; rationale** 7

Sampling strategy - How and why research participants, documents, or events
were selected; criteria for deciding when no further sampling was necessary (e.g.,
sampling saturation); rationale** 5&6

Ethical issues pertaining to human subjects - Documentation of approval by an
appropriate ethics review board and participant consent, or explanation for lack
thereof; other confidentiality and data security issues 5

Data collection methods - Types of data collected; details of data collection
procedures including (as appropriate) start and stop dates of data collection and
analysis, iterative process, triangulation of sources/methods, and modification of
procedures in response to evolving study findings; rationale** 6,7&8
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Data collection instruments and technologies - Description of instruments (e.g.,
interview guides, questionnaires) and devices (e.g., audio recorders) used for data

collection; if/how the instrument(s) changed over the course of the study 6&7

Units of study - Number and relevant characteristics of participants, documents,

or events included in the study; level of participation (could be reported in results) | 8 &9

Data processing - Methods for processing data prior to and during analysis,

including transcription, data entry, data management and security, verification of

data integrity, data coding, and anonymization/de-identification of excerpts 7&38

Data analysis - Process by which inferences, themes, etc., were identified and

developed, including the researchers involved in data analysis; usually references a

specific paradigm or approach; rationale** 78&8

Techniques to enhance trustworthiness - Techniques to enhance trustworthiness

and credibility of data analysis (e.g., member checking, audit trail, triangulation);

rationale** 7&8

Results/findings

Synthesis and interpretation - Main findings (e.g., interpretations, inferences, and

themes); might include development of a theory or model, or integration with

prior research or theory 10-23
10-23 &

Links to empirical data - Evidence (e.g., quotes, field notes, text excerpts, supplementary

photographs) to substantiate analytic findings quote table

Discussion

Integration with prior work, implications, transferability, and contribution(s) to

the field - Short summary of main findings; explanation of how findings and

conclusions connect to, support, elaborate on, or challenge conclusions of earlier

scholarship; discussion of scope of application/generalizability; identification of

unique contribution(s) to scholarship in a discipline or field 21-25

Limitations - Trustworthiness and limitations of findings 3&26

Other

Conflicts of interest - Potential sources of influence or perceived influence on

study conduct and conclusions; how these were managed 27

Funding - Sources of funding and other support; role of funders in data collection,

interpretation, and reporting 27
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Appendix D

Version 1. 08/01/2015

THE SPECTRUM CENTRE

ealth | Lancaster =3
I Research | University $

Participant Information Sheet
Part1

Title of project: Recovery focused therapy for older adults with bipolar disorder

We are inviting you to take part in a research study. Before you decide, it is important for you to
understand why the research is being done and what it will involve. Please take the time to read
this information carefully and discuss it with others if you wish. Ask us if there is anything that is
not clear or if you would like more information. Take time to decide whether or not you wish to
take part. Thank you for reading this.

What is the aim of the study?

There has been very little research or service development for older adults with bipolar disorder
particularhy with respect to psychological therapies. However a recent RCT study from our group
has shown a recovery focused CBT intervention (BfCET) for individuals with BD (below 65 years) is
beneficial in terms of both functional and symptomatic outcomes (Jones et al, 2014). The aim of
this study is to design a recovery focused cognitive behavioural therapy manual for individuals over
the age of 60 who are living with bipolar disorder. This will be achieved through adapting the
intervention that was used for individuals under the age of 65. We would like to get input from
individuals who are living with bipolar disorder in later life on how best to adapt it

Why have | been chosen?

You have been chosen because you are either a person living with bipolar disorder in later life or
you are relative of someone who has bipolar in later life.

Do | have to take part

Mo. It is up to you whether or not you take part. If you decide to take part you will be given this
information sheet to keep and be asked to sign a consent form. You will be free to withdraw at
anytime without giving a reason. If you decide not to take part, or to withdraw from the study, it
will not affect the standard of care you or your relative receives.

What does taking part involve?

We would like to invite you to take part in a focus group in which a group of individuals with bipolar
and their relatives will come together to discuss (i) any previous experiences of psychological
interventions for bipolar disorder, (i) the concept of recovery, (i) the recovery focused therapeutic
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approach, (iv) commenting on the draft manual, including the acceptability for the client group (v)
commenting on the mode of therapy delivery (e.g. timings, frequency and number of sessions, (vi)
perceived barriers to using the package.

The group session will be recorded onto audio tape with your consent so that we can listen to the
discussion again and make sure we have all the important points. However, you can ask for us to
stop, replay and edit the tape at any stage. The recordings will be destroyed immediately after
analysis. The group will take about 90 minutes in total, but can be done at your own pace. You have
the chance to take breaks and ask guestions throughout.

At the end of the group you will be given the opportunity to be part of a reference group that will
comment on the ongoing development of the intervention to ensure that it is useful for relatives.
You do not have to decide at this stage if you want to do this.

Will my taking part be kept confidential?

All information will be kept confidential unless there is any risk of harm to yourself or someone
else, in which case the researcher has a duty to report this. Data management will conform to the
‘Data Protection Act of 1998" with respect to data collection, storage and destruction. Any
information about the group which leaves the hospital or elsewhere, will have your name and
address removed, so that you cannot be recognised from it.

What are the possible risks of the study?

There is no reasaon to suspect that taking part in the study will cause you any harm.

What are the possible benefits of the study?

Taking part in this study may not benefit you personally. However, we hope the information we
gain will allow us to design a psychological intervention that will help ingdivudals living with bipolar
disorder in later life in the future.

What happens to the results of the research?

We expect to use the results of the study to design the recovery focused intervention. Also, we
expect the findings to be published in psychological journals. If you would like more detailed
information about the results, these will be made available to you directhy.

Who is organising and funding the research?
The research has been funded by the National Institute for Health Research and is sponsored
by Lancaster University.

Who has reviewed the study?

All research in the NHS is looked at by independent group of people, called a Research Ethics
Committee to protect your safety, rights, wellbeing and dignity. This study has been reviewed
and given favourable opinion by XXX

Contact for further information
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If you have any concerns or guestions about the study, please feel free to contact Dr Elizabeth Tyler
on telephone number 01524 553171

Dr. Elizabeth Tyler

Spectrum Centre for Mental Health Research
Institute for Health Research

Lancaster University

LAL4YT

e.tyler@lancaster.ac.uk
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THE SPECTRUM CENTRE

:ndix E CONSENT FORM

Recovery Focused Therapy for Older Adults with Bipolar Disorder

REC ref:

Focus Groups

Name of Researcher:

Name of Participant:

Participant Number

1.

Please initial box

| confirm that | have read and understood the information sheet version number 1.0 dated

15/01/2015 for the above study and have had the opportunity to ask questions and have my
questions answered satisfactorily.

2. | understand that my participation is voluntary and that | am free to withdraw
from the study within 2 weeks of completing the interview, without giving any
reason, and without my medical care or legal rights being affected.

3. | give permission for the focus group to be recorded and transcribed so
researchers can listen and identify common themes.

4. | give permission for the research team to collect, store, analyse and publish
information obtained from my participation in this study with the understanding
that my personal details will be kept confidential and all data published will be
anonymous.

5. | give permission for my direct, anonymised quotations to be used if required to
illustrate study findings in research publications.

6. |agree to take partin the above study.

Name of Participant Date Signature
Name of Person taking consent Date Signature

(If different from Principal Investigator)

Name of Principal Investigator Date Signature
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Appendix F

Focus group topics and content

Focus group 1

1. Icebreaker

Focus group 1 started with an icebreaker (participants went around the room introducing
themselves and telling the group an interesting fact about themselves).

2. Recovery approach introduced

The recovery approach was introduced and handed out on a piece of paper, defined as:

“Recovery is being able to live a meaningful and satisfying life, as defined by each person, in
the presence or absence of symptomes. It is about having control over and input into your own
life. Each individual’s recovery, like his or her experience of the mental health problems or
illness, is a unique and deeply personal process.” (Scottish Recovery Network)

Participants were asked to comment on:

e their thoughts about this quote
e the term ‘recovery’
e what recovery meant to them in later life

3. Experience of living with bipolar disorder in later life

Participants were asked to talk about their experience of living with bipolar disorder in later
life.

4. Ways of coping with bipolar disorder in later life

Participants were asked about different ways of coping with the condition (including support
from relatives and health professionals) in later life.

Focus group 2

1. Introductions

Focus group 2 started with everyone introducing themselves again, with the chance for new
participants to tell an interesting fact about themselves.

2. Introducing recovery focused CBT and the stages of therapy

Recovery focused CBT therapy was introduced to the participants and the stages of therapy
were discussed:

1. Introducing the recovery approach to clients;
2. Collection of information about current and historical mood and functioning;
3. Meaning and relevance of diagnosis;
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4. ldentification of recovery-informed therapy goals;

5. Initial formulation of relationships between mood experiences and progress towards
recovery goals;

6. ldentification and application of CBT techniques to address and facilitate positive
coping;

7. Consideration of wider functioning issues in relation to recovery;

8. Development and completion of early warning signs (EWS) plan;

9. Development and completion of recovery plan;

10. Sharing lessons from therapy with key stakeholders.

Participants were asked to comment on:

e whether they thought the approach would be helpful with older adults
e what the strengths and weaknesses of the approach were
¢ what modifications (if any) would be needed for an older population

2. Session structure

Participants were told that the intervention would be delivered in one-to-one sessions and
asked:

e what else might be important to include in therapy sessions for older people
e what might make therapy more accessible and effective for older people

3. Experience of therapy

Participants were asked to comment:

o if they had experience of receiving psychological therapy

e what they had found helpful/ unhelpful when accessing care and support (e.g. CPN,
psychiatrist, therapist, relative) in the past

e what help they would want in the future

Focus group 3
1.Introductions
Focus group 3 started with everyone introducing themselves again.

2. Topics

All of the topics above were re-visited in focus group 3 so the three participants who hadn’t
attended 1 or 2 were able to share their ideas.
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Appendix G

Theme

Example quotes

Health and age-
related changes

in later life

“My concentration isn’t very good and the sorts of books | read are
different. | can’t read anything particularly frightening”

“I’'m a bit slower but yeah, my memory is OK but like as soon as | get
depressed, | get even worse”

“When my moods alright so it’s slightly elevated, | am ... on the ball. |
can remember anything...as soon as my mood starts to dip then | start
to not...I can’t remember what | did the day before”

“l think my mood has an effect on my memory...it just gets hard as you
get older”

“Just my ability to remember things. It’s in a limited way now. | put it
down to the medication”

“I think the only thing I actually do is to listen to the radio and read a
certain amount”

“We get fed up and we get frustrated and all those things because we
can’t do what we did”

“As you get older there’s a lot more...quite often you’ve got more
health issues you’ve got to deal with...those things can isolate XXX quite
a lot. So, when she feels more isolated it can affect mood”

“Family members go and social situations change and health
deteriorates”

“Family structure does change...it’s partly what upsets me, | suppose,
when I'm in a low. You know, you look back...how many friends and
how many family...have gone and you think Christ, you know, I'm the

only one here. You don’t expect to be the last one.”
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“Such a lot gone. And you just think | miss some of them around me and
| must get what | want to do done”

“The peer thing reduces when you get older... | think the thing that
loses, if you get a good peer situation, your identity...when your older,
there’s a little bit of a problem trying to find your identity”.

“You're lonely and perhaps not as sharp as you were. So maybe it’s a
little bit more difficult...maybe we want it but how do we go about it.

How do | go about getting involved back in life again”

Experience of BD

in later life

“I found that with my manic episodes it’s taken me less time to get
stable again as the years have gone by. So whether that’s an indication
that in later life that they will be able to recover quicker and they’re not
as severe, | don’t know.”

“It counts up to about eight whereas before it went up to nine”

“I’'m mostly downers. Well if | get in the middle of a picture I’'m painting
and I'm like enjoying it, | get a high because it’s made me really
happy...but most of it...I go quiet”

“As the depressions have got worse everything pretty much shuts down
and I'm depressed”

“When I’'m on a high | feel like my minds looking up...but when I’'m
down, | feel like my mind’s closed”

“I think it loses itself because you can’t do the things you did...I do
sometimes, and I’'m sure everyone does, feels as if well, who am | now?
What have | got to contribute?”

“Launching yourself out was no problem when you’re young, you know,

because confidence”
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“You’ve got to believe in yourself and you have low self-esteem when
you've got bipolar. And people think because you are mentally ill...you
need you need to be treated differently”

“I’'ve got bipolar but | don’t go telling other people because | know that,
particularly my age group...if you're got to declare a mental illness, it’s
like well you’re not one of them”

“It may be that...my psychological problems are sort of focused around
get worse as they don’t get solved or accepted all the time”

“Coming to terms with events that have happened, and you can’t
understand why that happened and why you did that and why you did
this. And with all the embarrassment to cope with”

“Yeah, it’s regret. Wishing that I'd been, behaved differently or treated
somebody differently and that”

“If you’re doing something that doesn’t require a lot of concentration,
these things come back to the mind”

“I think what’s made a difference for my, for my mistakes is that | do
have a living faith in God whom | can turn”

“What you’ve got to remember is that if you’ve got bipolar all your life
you’ve got secrets...you’ve got personal secrets”

“And she kind of knows what she needs to do but there’s a greater

sense of hopelessness which might be just to do with less life span”

Managing and
coping with BD in

later life

“There’s also been a change in, from my limited experience, that the
medications seem to be only a, you know, pop a few pills.... that was
the limit of it a while ago but there seems to be other areas being

examined ...for example what you are doing”
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“| personally am terrified about what the medication — all the
medication I’'m on is going to do to me twenty years down the line...
what effect it’s going to have on my brain”

“As you grow older you don’t need the amount of medication that you
had when you were younger”

“Because of the medication being a lot more stable...lve been able to
undertake duties”

“I’'m able to stabilise myself, sort of consciously change, lifestyle
changes, depending on what mood I'm in... act on it quickly and so that
| can reach a level ground again”

“l think it’s a case of learning the illness and being able to manage the
illness”

“I've painted a lot of pictures which is of course therapeutic”

“I think we are capable of doing an awful lot that people think we can’t
do and therefore we tend to play down our expectations and don't
achieve our full potential...if people encourage us, it's surprising wheat
we can achieve”.

“It’s about setting out the right goals as well...what older people might
be capable of and talking about the sort of things that might be in our
own heads individually and whether they are achievable”.

“If you’re having a good weeding session on the allotment, you're
concentrating on what you’re doing but if you’re doing something that
doesn’t require a lot of concentration, these things come back to mind”.
“l actually need to be doing at least two things to have a chance of
distracting myself. So one way | get through the day when I'm low is to

have the radio on but I'm also reading something”

198




“I'm in charge of health and safety... and it, well it keeps me mind
occupied doesn’t it?

“l would expect health professionals to help you to bond to that
community. | would expect them to know what is available to you, to
signpost you”

“As you get older you get more assertive with your professionals”
“There is a difference now that the professionals treat me with respect
and they ask my opinion and how often | want to see them”

“The younger doctors that I've had dealings with have been brilliant —
they've been entirely professional but they’ve also been informal”
We're still fighting professionals who don’t believe that we’re capable
of what we truly are and so we don’t realise our full potential”

“A lot of older people they often had a partner that’s helped kind of co-
helped them co-manage the illness. And when that partner goes, so
when my relative died... | didn’t realise at the time but he helped
modify”

“I’'ve got a friend now...she phones me up in the morning at eight

o’clock and says, how are you and we can be honest with one another”

Experience of
recovery in later

life

“This recovery we're just talking about... It's something that | look
beyond the horizon”

“I think the word recovery... you aim for recovery...I think it should be
called stability, not recovery”

“l don't think you ever recover...you manage it”
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“Recovery for my therapy team was for me not to go back into
hospital... But for me recovery was | really wanted to get another job. It
was really important to me”

“I’'m not sure at my age just to what degree | can move on really as time
is flying by... I've been told you can never recover from bipolar”

“There is a great difficulty with the word recovery with professionals in
the past by they are coming round”

“I’'m a member of various organisations...I've got an activity every single
day to do. And this helps... I’'m out and about and I’'m mixing with
people and this helps enormously”.

“I think It's possible to be recovered and | reckon that | am recovered
now...I have the right medication...and | self-manage. | have a healthy
lifestyle and | meet a lot of people”

“I've still got a life to live...I can meaningfully contribute to society”

“l want to move on from this. There’s something better than this. If we
haven’t got hope, we’re just going to wallow”

“You wouldn’t want to recover if you didn’t have hope”

Seeking help in

the future

“I was thinking of having time round the therapy... having more time
with an old person, sort of fifteen minutes before and fifteen minutes
after... just being human together because it’s hard doing therapy
anyway”

“It’s about having that personal relationship. It takes two or three
sessions to get the confidence”

“I think as you get older, you perhaps become quicker at knowing
whether you’re going to click with somebody”

“And we’re not as impressable”
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“We can’t be fooled too easily, can we?”

“They need to have listening skills. They need to be adapting body
language and tone of voice and pitch of voice. They need to be
empathic. And they need to be aware of the sort of problems that we
face. And they need to get to the cause”

“You could raise the gender thing as an explicit issue... find out whether
the client has any issues about the gender of the therapist”

“The therapist should try to make you feel assertive. Train you to be
assertive”

“It’s part of the therapist's duty to give you higher autonomy and
assertiveness so you can fight your corner in a non-aggressive way but
one that is assertive”

“Therapy focused partly on older age needs to help people to improve
competence in whatever area they wanted”

“I think that could be a bit of a stumbling block for older people to be

able to talk to younger people”

Adapting RfCBT

for older people

“I think the idea of fifty minutes is partly that you can have a little bit of
chant, you know, at the beginning. Sort of hello, how are you”.

“When you get older, you know, with sight and problems and hearing
problems you just need more resources...things written down... sort of
more back up”

“She can’t take lots of information in really quickly. So more time.
Writing things down. Get her to write it down”

“Can you break it down...into simple clear language”

“Some large sort of text...if it's complicated it could be simplified”
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“You need to use more images”

“It's more interesting to kind of ...engage with and it’s easy to kind of,
like you said about remembering things you have something to hang on
to”

“I think a video would be extremely useful...then you can ... a disk that
you can put in computer and you could watch on the screen an
instruction”

“If you have it once a fortnight, you’ve time to put into practice what's
been said and what’s been taught”

“It’s quite useful to have a gap...you’ve learnt some practical
strategies...then you’ve had time to practice on your own...without the

weekly backup”

“The idea of a short-ish course and then maybe going back in”
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Appendix H

g CONSORT 2010 checklist of information to include when reporting a pilot or feasibility trial+
Item Reported
Section/Topic No | Checklist item on page No
Title and abstract
1a | ldentification as a pilot or feasibility randomised trial in the title 1
1b | Structured summary of pilot trial design, methods, results, and conclusiens (for specific guidance see 2
CONSORT abstract extension for pilot trials)
Introduction
Background and 2a | Scienfific background and explanation of rationale for future definitive trial, and reasons for randomised pilot 3
objectives trial
2b | Specific objectives or research questions for pilot trial 4
Methods
Trial design 3a | Description of pilot trial design (such as parallel, factorial) including allocation ratio 4
b | Important changes to methods after pilot trial commencement (such as eligibility criteria), with reasons 3
Participants da | Eligibility criteria for participants i)
4 | Seftings and locations where the data were collected 4
4c | How participants were identified and consented 485
Interventions 5 | The intervenfions for each group with sufficient details to allow replication, including how and when they were 5
actually administered
Outcomes 6a | Completely defined prespecified assessments or measurements to address each pilot trial objective specifiedin | 6
2b, including how and when they were assessed
&b | Any changes to pilot frial assessments or measurements after the pilot tnal commenced, with reasons 3
Gc | If applicable, prespecified criteria used to judge whether, or how, to proceed with future definitive trial 6, 10 & 11
{Table 2)
Sample size 7a | Rationale for numbers in the pilot trial 4
7b | When applicable, explanation of any interim analyses and stopping guidelinas MNFA
Randomisation:
Sequence &a | Method used fo generate the random allocation sequence 4
generation 8b | Type of randomisation(s); details of any restriction (such as blocking and block size) 4
Allocation g | Mechanism used to implement the random allocation sequence (such as sequentially numbered containers), 4
concealment describing any steps taken to conceal the sequence until interventions were assigned
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mechanism
Imglermeniation 10 | Wheo generated the random allocation sequence, whe enrclled participants, and who assigned participants o 4
interventions
Blinding 11a | f done, who was blinded after assignment o interventions (for example, participants, care providers, those Wi
assessing outcomeas) and how
11b | If relevant, description of the similarity of interventions Mi&,
Ciaticticsl methods | 12 | Mehods used 1o address 2ach pilot tnal cojectve whether qualitative or quanitaive BET
Results
Farticipant flaw (a | 13a | Foreach group, the nurmibers of parficipants wha were approached andlor assessed for eligibdity. randarly @ (Figure 1} &
dizgramm is strongly assigned, received intended trestment, and were assessed for each objective 1,::
recomrmended) 13p | Foreach group, fosses and exclusions after randomisation, together with reazans @ (Figure 1]
Recruitment 14a | Dates defining the penods of recruitment and fallow-up 4
14b | Why the pilot trial ended or was stopped MiA
Baselinz data 15 | Atable showing baseline demographic and dlinical characteristics for each group B [Table 1}
Mumbers analysed | 16 | Foreach objective, number of paricipants [denominator] included in each analysis. [T relevant, these numbers [ 8 13, 14 & 15
should be by Andomised group
Cuicames and 17 | For each objective, results incleding expressions of uncerainty (such a5 857 confidence interval] for any 15 (Table 3)
etirmation estimates. If relevant, these resulis should b= by randomised group and
supplementar
yfile 4
Ancillary analyses 15 | Resulis of any other analy==s perormed thal could be used to infarm the Tuturs definitve tniasl Supplamentar
y4
Harms 18 | All important harms or unintended effects in each group (far specific guidance see CONSORT for harms) 2E&10
18a | If relevant, other important unintended consequences MiA
Discussion
Lirmitations 50 | Filot trial limitations, addressing Sources of posential Dias and remaiming Uncertainty aoout ieasibility 17
Generalizability 71 | Generalizability [aoplicabity] of piot inal meithods and Tndings 1o Tubure definibve tnal and other siudies 17
Interpretation =7 | Interpretafion consistent with pilct iral objeciives and fndings, balancing potential benefis and harms, and 18 E17
considering ather relevant evidence
223 | Implications for progression from pilof fo future definifive tral, including any proposed amendments 18 E17
Other information
Repistration | 22 | Repistration nurnksr for pilat trial and name of tral registry 3
Protocal 24 | Where the pilot trial protecol can be accessed, if svailable 3
Funding 25 | Sowrces of funding and other support (such as supply of drugs), role of funders 25
75 | Ethical apgrowal or approval Dy research review Commites, conmimmad vwikh references numoer El
Citatice: Eldridge S8, Chan CL, Camphell M1, Bond CM, Hopewell 5, Thabane L, et al. COMSORT 2000 statement: extension to randomised pilot and feasihility triak. BML. 2006355,
“We stromgly recomuend reading this smtement in conjunction with the CONESORT 2000, exiession o rassdomised pilos and feasibality mials, Explasatice and EL bkom fior imnportant
clanilicatiogs om all the tems. L relevant. we also recommend resding COMSORT extensioze for cluster randomised trials. non-infericnity and equivalemce trigks, non-phamacokagical
mregmments, hetbal imservestions, and pragnatic tials. Addizional exensions ase fortheomizg: for these and for up bo date references relevan o this checklist, see warsw consor-siolenest ong
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Appendix |

Poster Recovery focused CBT for OA

Recovery Focused Therapy
. .
v, s for Older Adults with
' Bipolar Disorder
* Areyouovertheage | |« Have you been * Do you live in the
of 607 diagnosed with North-West?

Bipolar Disorder?

Would you like the opportunity to take part in a study with the potential to receive

up to six months of individual, recovery focused psychological therapy with a trained
professional?

I

The Spectrum Centre for Mental Health Research, Lancaster
University is conducting a study that may be of interest to you.

* 25 people over the age of 60 with bipolar disorder will be offered a recovery focused CBT
intervention for 6 months alongside current treatment.

We will compare their outcomes with 25 people who continued with their treatment as usual.
Both groups will be followed up for a 12 month period and asked to complete some telephone
interviews and guestionnaires.

* ¥

WE ARE RECRUITING NOW! PLEASE CONTACT US
USING THE DETAILS BELOW

@ Email ﬁ Phone 07967 837938 Greater Manchester
e.tyler@lancaster.ac.uk Mental Health

E Post n Website Lan(ashwe Care m
The Spectrum Centre www.spectrumcentre.org N85 Foundation Trust
Division of Health Research Al Health LEIHCB_StEI'-
Lancaster University Research UHWEI'S]t}’

Lancaster LAL 4YT
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= Recovery Focused Therapy for
/488 O\ der Adults with Bipolar Disorder

* Have you been diagnosed with bipolar disorder?

* Are you over the age of 607?

* Would you like the opportunity to take part in a study with the potential to
receive up to six months of individual, recovery focused therapy?

The Spectrum Centre for Mental Health is running a study that may interest you

RECRUTING NOW! PLEASE CONTACT US USING THE DETAILS BELOW

Ernail @ Phone . The RRESTAU CEHTEE
@ & byler@lancaster otk : 07967 B37938 Lancashire Care (([Z53

NHS Foundation Trust

Post Wihsite P
The Spectrum Centre WA Spectrumoentne l]:ls,tlb!‘.ﬁ]r—?? ;
Diision of Health Research g I !I'I]'l.-E.'r‘Slt}

Lanicaster Linfsersit
anr Uty [NHS | Recovery Focused CBT for O with ED
Lancasier LAL S Greater Manchester 1217 (V3 smal fyer
ﬁ Mental Health
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Appendix J

MNAME :
MONTREAL COGNITIVE ASSESSMENT (MOCA) Education : Date of birth :
Version 7.1 Original Version Sex : DATE :

VISUOSPATIAL / EXECUTIVE Copy Draw CLOCK (Ten past eleven) n
cube [ 3 points )
End o "\

ve

®

Begin

] [ ] [ 1] [ 1 ]_/5

Contour Mumbsers Hands

13
MEMORY Read list of waords, subject must FACE VELVET CHURCH DAISY RED
repeat them. Do 2 trials, even if 15t trial is successful. 1st trial Mo
D a recall after 5 minutes. polints
2nd trial
ATTENTION Read list of digits (1 digit/ sec.). Subject has to repeat them in the farward arder [ 121854
Subject has ta repaat them in the backward order [ 1] 742 /2
Read list of letters, The subject must tap with his hand at each letter A No pointsd 2 2 ervors
[ ] FEACMNAAJKLEAFAKDEAAAIAMOFAABR _—y
Serial 7 subtraction starting at 100 [ ] 93 [ ] 8 [ ] 79 [ 172 [ ]85
4 or % coorect subtractions: 3 pts, 2 or 3 correct: 2 pts, 1 correct: 1 pt. O carrect: 0 pt _;3

LANGUAGE Repeat : | anly know that John is the one o help today. | ] /2

The cat always hid under the couch when dogs were inthe room. [ ]

Fluency / Mame maximum number of words in one minute that begin with the letter F [ ] Mz wonds) N
LA T UMl I  <inilarity between e.g. banana - arange = fruit [ ] train-bicycle [ ] watch - ruler _ 2
DELAYED RECALL Has 1o recall words FACE VELVET | CHURCH [ DAISY RED Paints for -
wirknocue | [ ] [ ] [ ] [1 |11 | e

Optional  — =2
OR ATIO [ ]Dawe [ 1 Month [ 1 vear [ ]Day [ 1Place [ 1City /e
© Z.Masreddine MD www.mocatest.org Mormal 226 ¢ 30 | TOTAL /30
Addrrinzterad by hdd 1 point i 12 yr r'du_ y
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Appendix K

Working Alliance Inventory
Short Form (C)
Instructions

On the following pages there are sentences that describe some of the different ways a person might think or feel about his or her therapist
{counsellor). As you read the sentences mentally insert the name of your therapist (counselior) in place of iyt teet

Below each staternent inside there s a seven point scale:

1 ] 3 4 5 [ T
Mewer Rarely Occassonally Sormetimes Oftan very Often Always

If the statement describes the way you ghygys feel (or think) circle the nuember 7, if it peyar applies to you circke the number 1. Use the numbers in
between io describe the variations between these extremes.

This questionnaire s CONFIDENTIAL; nesther your therapist nor he agency will 588 Your BNSWers.
‘Work fast, your first impressions are the ones we would Bke 1o see. (PLEASE DONT FORGET TO RESPOND TO EVERY ITEM.)

Thank you for your cooperation.

i@ A O Horvath, 1981, 1982; Revision Tracey & Kokotowic 1989,

WALS)
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ansd | agree it ha things | wil need 1o 4o in therapy 1o help mgeove my siuation.
2 3

4

Meeer Rarely Dotaskonally Sometimes ey Dfen Awas
2. ‘Wihat | am doing in Serapy gives me new ways of keoking at my probbem.
1 2 3 4 L] T
Mever Rarely ‘Docasionally Sometimes. ieny Often Aways
3. |beleve ks me.
1 2 3 4 L] T
Mever Rarely Do korally ‘Sometimes. ‘Wery Dien Ahwars
4, doeess. Nl understand whaf | am trying to acoomplish in terapy.
1 2 3 e L] T
Mever Rarely Do korally ‘Sometimes. ‘Wery Dien Ahwars
5. lam corfident in “s abilly 1o help me.
1 2 a el L] T
Mzvenr Rarely Dorzsionally Sometimes. Wiery Oan Aways
E. ared | are g y @greed upon goals.
1 2 3 4 ] T
Mever Rarely Do korally ‘Sometimes. ‘Wery Dien Ahwars
7. Ifesl that apprecalbes me
1 2 a el L] T
Mzvenr Rarely Dorzsionally Sometimes. Wiery Oan Aways
B. 'Wie agree on what ks imporiant for me 1o work on.
1 2 3 el L] T
Pesenr Rarely Doczsionally Sometimes. iery Oten Aways
- ared I rust on another.
1 2 a 4 L] T
Perver Rarely Docasionally Sometimes. ery Ofen Mways
1o ared | hiave diferent ideas on what my problemns ane.
1 2 a 4 L] T
Perenr Rarely Donasionally Sometimes. ery Ofen Mways
11, W have wed @ good g of the kind of changes Saf would be good Jor me.
1 2 a 4 L] T
Meeer Rarely Docaskonally Sometimes ey Dfen Aways
12, | balieve the way we ane working with my proséem is comact.
1 2 a 4 L] T
Meeer Rarely Dotaskonally Sometimes ey Dfen Awas
WALE)
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w::rking Allianoe |n'n.ro.a-rntq:rr'_.,uI

Short Form T
Instructions

On the following pages there are sentances that describe some of the different ways a person might think or feed about his or her
client. As you read the sentences mentally insert the name of your client in place of i thee text.

Below each statement inside there is a seven point scals:

1 2 3 4 5 [ T
MNewer Rarely Oceasionally Sometimes Odften ery Often Always

If the statement describes the way you alwaysieel (or think) crcle the number 7; if it mev erapplies to you circle the number 1.
Use the nurmbers in between io describe the variations between heas extremes.

This questionnaire is CONFIDENTIAL nefther youwr therapist nor the agency will See your SNSwers.

‘Work faat, first | salons ane the ones we would like 1o see.
(PLEASE DON'T FORGET TO RESPOND TO EVER Y ITEM.)

Thank you for your cooperation.

@ﬁ.. 0. Horeath_ 1981. 1984_ 1981; based on revision by TE & Kokotowitc 1984,
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Very Ofien

T

B We agnes on what s imporan ior
1
Hever

Very Ofen

WAITg) p2
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Appendix L

How useful did you find the therapy sessions?

Not at all Extremely

Would you recommend the therapy to a friend who is experiencing similar problems?

Definitely not Definitely yes
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Appendix M

Hamilton Depression Rating Scale (HDRS)

Reference: Hamilton M. A rating scale for depression. ] Neurol Meurosurg Psychiatry 1960;

13:56-61

Roting Clinician-rated
Administration time 20-30 minutes

Main purpose To assess severity of, and change in,
depressive symptoms
Population Adults

Commentary

The HDRS (also known as the Ham-D) i the most wide-

by used clinician-administered depression assessment scale.
The urigi.n'.l] version contains 17 items (HDRS ;) pertain-
i.ng (14 *}".“LF‘U“IS UI- dh'l:lruﬁ':“l I:‘.Pui.i.l“ld OvET !EH.' Pﬂ!
week, ..'Ull:ll:n.lgl:l the seale was dl:xigl:u.'d ot |.'l:|nr.|:||_:|||.15l:|u|
alver an unstructured clinical interview, there are now
semi-structured interview guides available. The HDRS
Wik uﬁgi.n'.d':r rJ.L'\-‘I.IJJP'L‘fJ. for |||u5|.1i.l'.|] i.r.||1l|!5L1|l§.. thus the
emphadis on melancholic and physical symproms of
d.r.'pn:.sil:m. A lager 21-item version (HDRS,,) included 4
items invended o :.ul:ll!}'l:r the dl:l:rrl:sc.iul:l., bur which are
SO PTIETd e, i.nﬂcrrml.‘ll:r. wsed e rate H.'I.'LTiil_\". A limitation
of the HDRS i that atypical symproms of depression
(e.g.. hypersomnia, |:|].'prr|:l|:u.g;'|u'l are nod assessed [see
SIGH-5AD, page 55).

Scoring

Method for sa:u.-]l:l.g VTS Is_gr verston. For the HDRS,.. a
swore of 0-7 is gt.'nrr.lll._}r u.-i.'l.'L]:lll:rJ. to be within the normal

ramge (or in cinical remission), while a score of 20 or
higher ['mrli.culing at least moderate severity) is u.iu-.llly
:I'L'ﬂl_l.‘li.rh'\d foe entry inte a clinical wsial.

Versions

The scale has been translated into a number of bnguages
i:m.'lurli:llg French, Geerman, [ralian, Thai, and Twrkish. As
weell, there is an Interactive Voice Rupﬂcmsﬂ.‘ version (IVR),
a Seasonal Affective Disorder version (SIGH-5AD, see
page 33). and a Seructured Ineerview Vemsion (HDS-51V).
Mumersus versions with varying lengths include the
HDRS17, HDRS21, HDRS29, HDRSE, HDRS6,
HDRS24, and HDRST {see page 30).

Additional references

Hamilton M. Development of a rating scale for primary
depressive illness. Br | Soc Clin Psychol |967;
&(4):278-96.

Williams |B. A soructwred interview guide for the
Hamilton Depression Rating Scale. Arch Gen Psychiatry
1988; 45(8):742-7.

Address for correspondence
The HDRS is in the public domain.

FLEASE COMPLETE THE SCALE BASED OM A STRUCTURED INTERWIEW

Instructions for each item select the one “cue” which best characterizes te patenc. Be sure to record the answers in the appropriate spaces

(posicons O chrough 4).

I DEPRESSED MOOD |sodness, hopefess, felpless, worthiess)
|| Absent

|| These fechng smres mndicated only on gquestioning.
|| These fechng smies spontanecusly reporoed verbally.
|| Communicates feeling smres non-werbally, Le. chrough

R —

facal expression, posture, woice and tendency o wesp.

o

|_| Patienc repors virwally only chese feding smates in
hizher sponmneos verbal and non-werbal

oMM Canon.

18

1 FEELINGS OF GUILT

0 | | Abzenc

I || S reproach, feeks hefshe has let people down.

1 | | |deas of guil or nemination over past ermors or sinful
deeds.

3 || Presencilness s a punishment. Dedusions of guile.

4 | | Hears accusatory or denunciztory voices andior
experiences threatening wisual hallistinadons.
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SUICIDE

0 |_| Absent

I | | Fesds life s not worth living.

1 || ‘Wishes helshe were dead or any thoughts of possible
death o self.

3 |_| [ldeas or geswures of nucde

4

#Aremprs at suickde (any serious apoempe raoe 4).
INSOMMIA: EARLY IM THE MIGHT
0 || Mo dfficuy falling askeen.
I || Complains of cocasional difficulcy Glling aslesp. e

more than 4 hour.
1 || Complains of nightly difiodcy lling asleep.

INSOMNIA: MIDDLE OF THE MIGHT

0 ] Mo dficulny.

I |_| Pacient complains of being restess and disturbed
during the night

1 || Waking during the night — any gerong oat of bed rares

2 {eucept for purposes of voiding)

INSOMNIA: EARLY HOURS OF THE MORMING

0 ] Mo dficuly.

I || WWakingin early hours of the moming buc goes back
w sheep.

1 |_| Urabde o fall asleep again if hefshe gers out of bed.

WORK AMD ACTIVITIES

0 ] Mo dficuly.

I || Thoughts and feslings of mcapacity, fadgue or
wieakness related to acehwties, work or hobbies

1 |_| Loss of interest in acxivity, hobbies or work - eher
direcdy reported by che pasent or indirect in
listleszness, indecisson and vacilbcon (fesks helthe fas
o push self to work or accivites)

} |_| Ceorease in acouad time spent in acdvices or decrease
in productowicy. Bate 3 if the pament does noc spend ac
lease thres: hours a day in accvities (job or hobbees)
exchading rowone chores.

4 |_| Seopped workng berause of present iliness. Rare 4
pacient engages in no actwides excepe routine chores,
or if paoent fails ©o perform routine chores unasssoed.

RETARDATION [sowness of thought and speech, imgaired

ahility to conoentrate, decreased motor acthcg)

(.

i] Mormal spesch and thought.
I

T

3

4

Slight remrdation during che interves.
Obrvious remrdation during the incerview.
Interview difficule.

Complete stupor.

AGITATION
o MNone.

1 Fidgetiness.

1 |_| Playing wxh hands, hair, e

3 Moving about, can't sic scil

4 Hand wringng. nail biring, hair-pullng. biting of kps.
AMXIETY PSYCHIC

0 ] Mo dficuly.

I || Subjective tensicn and irricabilicy.

1 || Worrying abour minor matoers.

3 || Apprehensive aronsde apparent in face or speech.
4 |_| Fears espressed withour questioning.

17

Toml score:

ANXIETY SOMATIC (physiclogical concomitants of
anxiety) such as:

gastro=incestinal — dry mouth, wand, indigestion, darrhea,
cramps, belching

ardig-vazoular - palpicmons, headaches
resperatary — hypersentlanan, sighing

|

|| Absenc
L] d
Moderame
L] Sewere

L_| Incapacicong.

e el bl = D
C

SOMATIC SYMPTOMS GASTRO-INTESTIMAL

0 || Mone

| || Lossof appenre bt eatng without saff
ENCouUrag Heavy feelings in abdomen.

1 || Difficuley earing without seaff urging Resgueses or

requires laxatives or medication for bowels or
meediccion for gasoro-mestinal symproms.

GEMERAL SOMATIC SYMPTOMS

0 || Mone

| || Hesvinessin lmbs, badk or head Backadhes,
headaches, musde aches. Loss of energy and
faugabiley,

T || HAny clear-net symptom rates 2.

GEMITAL SYMPTOMSE (symptoms such as loss of libido,

mienstrual disturbances)

0 || Absent

|| Mad

T || Sewere

HYPOQCHOMDRIASIS

0 || Morpressnc

I || Selabsorpoon (bodidy).

1 || Precoccupation wich health.

3 || Freguentcomplants, requests for help, ecc.
4 || Hypodhondracal delusions.

LOSS OF WEIGHT (RATE EITHER o OR b)
a) According to the b)) According to weeldy

measurements:
0 || Mo wesght loss. 0§ || Less than | b wesghe boss in
week.
| || Probable weight | || Greater dhan | |b weighe boss
lass associwted wich vl

present iliness.
1 || Definice (according 2 || Greater than 2 |b weighe loss
o patient) weight vl
loss.
3 || Mot assessed. 3 || Mot assessed.
INSIGHT
0 || Admowledpes being depressed and ill

I || Admowledpes diness bur arributes cause w bad food,
chmzte, cverwork, winus, need for rest, ecc
T || Denées being ill acall

(-

This scale i in the public domain.
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The Bech-Rafaelsen Mania Scale (MAS) Manual

Item 1 Elevated mood

0: Not present

1: Slightly elevated mood, optimistic, but still adapted to situation

2: Moderately elevated mood, joking, laughing, however, somewhat irrele-
vant to situation

3: Markedly elevated mood, exuberant both in manner and speech, clearly
irrelevant to situation

4: Extremely elevated mood, quite irrelevant to situation

Item 2 Increased verbal activity

0: Not present

1: Somewhat talkative

2: Clearly talkative, few spontaneous intervals in the conversation, but still
not difficult to interrupt

3: Almost no spontaneous intervals in the conversation, difficult to
interrupt

4: Impossible to interrupt, dominates the conversation completely

Item 3 Increased social contact (intrusiveness)

0: Not present

1: Slightly meddling (putting his/her oar in), slightly intrusive

2: Moderately meddling and arguing or intrusive

3: Dominating, arranging, directing, but still in context with the setting

4: Extremely dominating and manipulating, not in context with the
setting

Item 4 Increased motor activity

0: Not present

1: Slightly increased motor activity (e.g., some tendency to lively facial
expression)

2: Clearly increased motor activity (e.g., lively facial expression, not able to
sit quietly in chair)

3: Excessive motor activity, on the move most of the time, but the patient
can sit still if urged to (rises only once during interview)

4: Constantly active, restlessly energetic. Even if urged to, the patient
cannot sit still
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The Bech-Rafaelsen mania scale (MAS) 163

Itemn 5 Sleep disturbances

This item covers the patient’s subjective experience of the duration of sleep
(hours of sleep per 24-h periods). The rating should be based on the three
preceding nights, irvespective of the administration of hypnotics or sedatives.
The score is the average of the past three nights.

0: Mot present (habitual duration of sleep)

1: Duration of sleep reduced by 25%

2. Duration of sleep reduced by 50%

3:  Duration of sleep reduced by 75%

4: Mo sleep

Itemn 6 Work activities (distractibility)

Work activity should be measured in terms of the degree of dizability or

distractibility in  social, occupational or other important areas of

functioning.

0:  No difficulties

1: Slightly increased drive, but work quality is slightly reduced as motiva-
tion is changing; the patient is somewhat distractible (attention drawn to
irrelevant stimuli)

2. Work activity clearly affected by distractibility, but still to a moderate degree

3:  The patient occasionally loses control of routine tasks because of marked
distractibility

4:  Unable to perform any task without help

Item 7 Irritable mood, hostility

0: Mot present

1: Somewhat impatient or irritable, but control is maintained

2:  Moderately impatient or irritable. Does not tolerate provocations
3 Provocative, makes threats, but can be calmed down

4:  Owert physical violence; physically destructive

Itemn & Increased sexual activity

0: Mot present

1: Slight increase in sexual interest and activity, for example, slightly flirta-
tious

2:  Moderately increase in sexual interest and activity, for example, dearly

flirtatious

Marked increase in sexual interest and activity, excessively flirtations

4: Completely preoccupied by sexual interests

b
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Item 9 Increased self-esteem

0:
1:

Ite
0:
1:

Mot present

Slightly increased self-esteem, for example, overestimates slightly own
habitual capabilities

Moderate increased self-esteem, for example, overestimates more clearly
own habitual capabilities or hints at unusual abilities

Markedly unrealistic ideas, for example, believes he/she possesses
extraordinary abilities, powers or knowledge (scientific, religious etc),
but can quickly be corrected

Grandiose ideas which cannot be corrected

m 10 Flight of thoughts

Mot present

Somewhat lively in descriptions, explanations and elaborations without
losing the connection with the topic of the conversation. The thoughts
are thus still coherent

The patient’s thoughts are occasionally distracted by random associa-
tions (often rhymes, slangs, puns, pieces of verse or music)

The line of thoughts is more regularly disrupted by diversionary
associations.

It is very difficult or impossible to follow the patient because of the flight
of thoughts; he or she constantly jumps from one topic to another

Item 11 Noise level

0:

= L b
I T

Mot present

Speaks somewhat loudly without being noisy

Voice discernible at a distance, and somewhat noisy

Vociferous, voice discernible at a long distance, is markedly noisy or singing
Shouting, screaming; or using other sources of noise due to hoarseness
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Participant no.
Date:
Interviewer:
Time point:

Personal and Social Performance Scale (PSP)

The validation of this scale has been published in the paper: Morosini P., Magliano L., Brambilla L., Ugolini S.,
Pioli R. (2000). Development, reliability and acceptability of a new version of the DSM-IV Social and
Occupational Functioning Assessment Scale (SOFAS) to assess routine social functioning. Acta Psychiatrica
Scandinavica, 101: 1-7.

CONTENT
a) Worksheet with instructions
b) Underlying questions

c) Vignettes for training purposes
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A) WORKSHEET WITH INSTRUCTIONS

Source of information:

Please rate the patient on his/her level of functioning during the last month. Consider what the person is doing,
taking into account if he/she needs help from others. Only if the initial activity you are investigating cannot be
performed by the client in their own home, should you consider what they would do in a different setting.

Because area a, b and ¢ include many subareas, score each area by taking into account the worst functioning
during the period in the relevant area where the client has the highest functioning. For area a, subareas to consider
are work or study and other socially useful activities (e.g. housework, voluntary work, “useful” hobbies such as
gardening); for area b, subareas to consider are relationship with partner (only if the patient has a partner and
usually lives with him/her), family relationships, social relationships; and for area c, subareas to consider are
personal hygiene, care of one’s appearance and way of dressing.

Other areas may be taken into account to define the score inside each 10 points interval such as self-management
of the disorder, interests and information, instrumental activities as phoning, travelling.

So, in summary, the 4 main domains of functioning considered in this scale are a) Personal and social
relationships; b) socially useful activities, including work and study; c) self-care; d) disturbing and aggressive
behaviours.

There are two different sets of operational criteria to judge the degree of difficulties:
One for the a-c areas and one specific to the d area.

i)
i)

vi)

Degrees of severity areas a-c
Absent
Mild, defined here as known only to someone
who is very familiar with the person
Manifest, but not marked, difficulties clearly
noticeable by everyone, but not interfering
substantially with the person’s ability to
perform his/her role in that area, given the
person’s socio-cultural context, age, gender
and educational levels
Marked, difficulties interfering heavily with
role performance in that area; however, the
person is still able to do something without
professional or social help, although
inadequately and/or occasionally; if helped by
someone, he/she may be able to reach the
previous level of functioning
Severe, difficulties that make the person unable
to perform any role in that area, if not
professionally helped, or possibly make the
person be at risk of causing harm to themselves;
however, there are no survival risks

Very severe, impairments and difficulties of
such intensity to endanger the person’s
survival. Suicide risk should be taken into
account only as much as suicide rumination
interferes with social functioning.

i)
i)

i)

vi)
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Degrees of severity area d
Absent
Mild, corresponding to mild rudeness, unsociability or many
instances of complaining
Manifest, such as speaking too loudly or speaking to others
in a too-familiar manner, or eating in a socially unacceptable
manner

Marked, insulting others in public, breaking or wrecking
objects, acting frequently in a socially inappropriate but not
dangerous way (e.g. stripping or urinating in public) not

occasionall

Severe, frequent verbal threats or frequent physical assaults,
without intention or possibility of causing severe injuries not

occasionally

Very severe, defined as aggressive acts, aimed at or likely to
cause severe injuries not occasionally.

—->To be considered as only occasionally the disturbing
behaviour has to have taken place only once in the
preceding week or 1-2 times in preceding month and
mental health professionals and caregivers believe that it is
very unlikely to happen again in the next six months. If the
disturbing behaviour is judged “occasional” the score
should be decreased by 1, e.g. severe becomes marked. An
injury has to be considered “severe” if it would need to be
treated in an emergency department if available.



The following table may be used to score the severity of problems in each main area.

Absent Mild Manifest Marked Severe Very
Severe
a)  Socially useful activities, [] [] [] [] [] 0
including work and study
b)  Personal and social relationships [] [] [] [] [] 0
c)  Self-care [] [] [] [] [] 0
d)  Disturbing and aggressive [] [] [] [] [] 0

behaviours

Personal and Social Performance Scale (PSP) —

Overall score instructions on the basis of the four main areas scores

100-91

90-81
80-71
70-61
60-51
50-41
40-31
30-21

20-11

10-1

Excellent functioning in all four main areas. He/she is held in high consideration for his/her
good qualities, which he/she copes adequately with life problems and is involved in a wide
range of interests and activities.

Good functioning in all four areas, presence of only common problems and difficulties.

Mild difficulties in one or more of the areas a-c.

Manifest, but not marked difficulties in one or more areas a-c or mild difficulties in d. For area
a include here sheltered work, if the performance is good.

Marked difficulties in only one area a-c or manifest difficulties in d.

Marked difficulties in two or three of the areas a-c, or severe difficulties in only one area a-c
without marked difficulties in the other two; no marked difficulties in d.

Severe difficulties only in one area a-c and marked difficulties in at least one of the other two;
or marked difficulties in d.
Severe difficulties in two areas a-c; or severe difficulties in d, even if severe and marked
difficulties in the areas a-c are absent.
Severe difficulties in all areas a-c; or very severe difficulties in d, even if severe difficulties in
area a-c are absent. If the person reacts to external prompts, the suggested scores are 20-26; if
not, they are 15-11.
Lack of autonomy in basic functioning with extreme behaviours, but without survival risk
(scores 6-10) or with survival risk, e.g. death risk due to malnutrition, dehydration, infections,
inability to recognise situations of marked danger (scores 5-1).

5) Overall score |__ || |

Summary meaning of PSP total score

71-100:
31-70:
0-30:

These ratings reflect only mild difficulties

These ratings reflect varying degrees of disability

These ratings reflect functioning so poor that the patient requires intensive support or
supervision.
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b) INSTRUCTIONS TO THE PSP RATERS TO COLLECT THE
REQUIRED INFORMATION

This section reports the questions to be asked by the rater. If the answers are already known
from the SCID, then there is no need to ask them again. However most questions will require
an extra level of detail than the SCID requires, so inform the participant of this. Only if the
participant specifically requests it, should the questions be directed to the relevant mental
health professionals, relatives and other caregivers.

INTRODUCTION
1. If the questions are asked to the participant

I would now like to ask you some questions about the problems you may have in your daily
life, especially about those problems you have had in the last month. Some questions may
sound like ones | have previously asked, but | now require a few extra details. This will help
us to better understand your needs and your treatment. | am interested to learn not only about
the problems or difficulties you have had, but also the things you have been able to manage
and achieve.

If the rater suspects that P in unable to answer the questions, he/she may assess his/her
mental lucidity with the following questions:

How old are you? When were you born? What day of the week is today? What time of the
day is it?

(NB Paranoid ideation or lack of insight are not a reason not to ask the questions you
need to ask; however in this case other sources of information also have to be tapped,;
psychotic patients tend to overestimate their social functioning).

2. If the questions are asked to a caregiver. P stands for person to be assessed.

Good morning/afternoon. [ am .... I would like to ask you some questions about the problems
P (for instance “your son”) have in his/her daily life, especially about the problems he had in
the last month. This will help us to better understand his needs and his treatment. | am interested
to learn not only about the problems or difficulties he/she may have had, but also about the
things he/she has been able to manage and achieve. Of course everything you will say will be
protected by professional confidentiality and will not be discussed with people who are not
involved a professionally interested in your treatment, not even with P (for instance “your
son”), unless you ask us to do so or divulge information that would suggest a serious risk to
P’s life. The information may be used for research purposes, but P’s identity and your identity
will never be disclosed.

3. If the questions are asked to a (other) mental health professionals . P stands for person
to be assessed.

Good morning/afternoon. I am .... I would like to ask you some questions about P’s (say P
name) functioning in his/her daily life, especially about the problems he/she may have had in
the last month. I understand that you have had the opportunity to observe him and to speak to
him/her. | am interested to know not only about his/her problems or difficulties, but also about
the things he/she has been able to manage and achieve. The information may be used for
research purposes, however in this case P’s identity will never be disclosed.
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The following questions are addressed to the participant; the construction should be changed
according to the introductions and initial SCID questions asked. Those underlined should
already be known from the SCID and demographics form — but you may have learnt more
information than these, so don’t ask any questions where the answers are already known.
Stop when you have sufficient information to make the ratings on the 0-5 scales.

Rate the worst functioning during the last month in the participant’s highest functioning
subarea for each area a-C (in area b, the subarea “relationship with partner” has to be
considered only if the participant has a partner and usually lives with the partner).

a) SOCIALLY USEFUL ACTIVITIES, INCLUDING WORK AND STUDY

al) Work or study

In the last month did you work? (or “Have you been to school?”). If no: go to a2

If yes: Where? How many days? How many hours a day? Have you had difficulties at work
(at school), for instance with the other workers (students) or your manger (teachers)? Have you
been punctual?

a2) Socially useful activities

Apart from work, did you do something that other people may find useful? For instance, did
you help with a household task (cleaning the house, tidying things up, cooking)? Did you help
to organize something or with gardening or sewing? Have you done any voluntary work?

If uncertain between mild and manifest, ask: How many people have noticed that you have
had some problems at work (or study)?

b) PERSONAL AND SOCIAL RELATIONSHIP
b1) Do you have a partner (a spouse, or a boy/qgirl friend)? If no: ask b2. If yes: Do you live
together? How do you get along? Do you speak to each other? Do you have common plans?
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b2) Family (different from partner)

In the last month have you been in touch with any of your relatives? If no: ask b3. If yes: How
often have you seen them? Did you get along well or did you have problems? Do they help
you? Do you help them?

If P lives in a residential facility: During leave from the residence or when your relatives came
to visit you, did you get on well with them?

B3) Social relationships

How often do you go out to meet other people? Do you like meeting and speaking with other
people? Do you take part in group activities? How many friends have you got that you see
often? Are any of those patients or workers of the mental health service? Do you have
somebody who can help you when you need it?

If uncertain between mild and manifest: How many people have noticed that you have some
difficulties in social relationships?

c) SELF CARE

cl) Personal hygiene

Have you been taking care of yourself as much as you normally do? If yes: judge personal
hygiene from what can be observed. If unclear from observations use the following prompt
questions: How often do you shower or bath a week? How often do you brush your teeth? If
no: what have you been neglecting?

If the person being asked is not P: Have people complained about P’s personal appearance in
the last month?

If uncertain between mild and manifest: How many people have commented on your
personal appearance?




d) DISTURBING AND AGGRESSIVE BEHAVIORS
d1) Disturbing behaviour

In the last month did you behave in a way that some people may have thought rude or
insensitive? Did you take something belonging to others without asking permission? Have you
drunk too much? If yes: While drunk, did you do something that could annoy others?

In the last month, did you ever do something strange that other people may have found
worrying? In the last month, have you spoken too loudly or had your music/TV so loud that

others have complained? Did you ask other people for favours that you wouldn’t usually ask
for?

If uncertain between mild and manifest: How many people have noticed that you were
behaving in a disturbing way for others?

d2) Destructive and aggressive behaviour

In the last month did you ever lose control of your temper? Did you shout at anybody? Did
you throw or destroy objects? Did you hit or hurt anybody? If no: stop here. If yes: How severe
was it? Did you really want to hurt them? How often did it happen? Do you think that is going
to happen again in the near future?

If uncertain between mild and manifest: How many people have noticed that you have some
difficulties in self control?
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Appendix N

The Bipolar Recovery Questionnaire (BRQ)

The Bipolar Recovery Questionnaire has been developed in order to understand more about recovery in bipolar
disorder; what recovery is and what can help or hinder recovery. The questionnaire has been developed by
interviewing individuals with a diagnosis of bipolar disorder about their experiences of recovery. It is
acknowledged that everybody is different and may have different experiences and views about recovery.

Therefore not all of the statements on the guestionnaire may apply to you.

When filling in the guestionnaire, please consider how things have been for you in the last week in relation to
your mental health and recovery. Please respond to the following statements by marking an “X" at the point on
the line that best describes how much you agree with each statement.

Strongly Strongly
disagree Disagree Agree agrea
| |
I |
1. | struggle to make sense of the | |
experiences | have had I 1
2. | have the resources to effectively
manage my health ! !
3. | am content with who | am as a person

4. | have little control over my mood

5. | avoid taking on challenges in life that
matter to me | |

6. |see recovery as a life long process l |

7. | think differently about some of my
experences now compared with when | |
they first occurred I {

B. | can access the help | need in order to
stay well | |

9. My experiences have made me the
person | am today I |

10. | recognise when | am in situations that
aren't good for my wellbeing | |

11. | am able to engage in a range of
activities that are personally meaningful | |
to me

Please turn over and continue
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12

13

14.

15.

16.

17.

18.

19.

20.

21.

22,

23.

24.

25.

26.

27.

Strongly
disagree

Recovery means forgetting about my
mental health problems

| am unsure about the reasons behind
some of the experiences | have had

| feel in control of the things that happen
in my life

| am productive in the things in life |
engage in

| depend on others to maintain my own
well being

| feel confident enough to get involved
in the things in life that interest me

| zan have mood experiences and still
get on with my life

| can see where certain experiences |
have had have come from

| am able to decide when | need support
from others in order to maintain my
wellbsing

| get little personal satisfaction out of
the things in life | am involved in

| have the knowledge to make informed
decisions concemning treatment for my
mental health

| am unhappy with the person | have
become

| sometimes let my mood fluctuate if |
have impaortant tasks to do

The high standards | set myself are
unredated to fluctuations in my mood

| play a central role in maintaining my
own well being

| have the ability to achieve my goals in
life

Strongly
Disagree Agree agree
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28.

29.

30.

3.

32

33.

35.

36.

Strongly
disagres

My ability to make informed choices
about treatment is supported by my
friends and family

| find it hard to engage in a range of
activities that are valuable to me

| can still be in recovery even if |
experience mood episodes in the future

Understanding where my mood
experences come from help me
manage them

| have little control over the important
decisions in my life

| am able to engage in a range of
activities that are valuable to wider
society

The knowledge | have gained enables
me to look after myself

The activities | do make a difference to
others

Being in recovery means that
everything has to be going well in every
aspect of my life

Strongly
Disagree Agree agree

Thank you for completing this questionnaire
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The Brief Quality of Life in Bipolar Disorder (Brief QoL.BD) questionnaire

The following items ask about a range of experiences, behaviours, and feelings related to quality of

life. Please tell us about your quality of life by rating how much you agree with each of the

statements below. Circle the number that best describes your experience over the last 7 days. Do

not spend too long on each item. It is your first impressions we are interested in.

Over the past 7 days, | have.....

Strongly
dizagree

Disagree

| Meutral

| Agree

| strongly
agree

LY =T+ - TR = TR ¥ [T S ¥ (X

[l
M=o

Felt physically well

Woken up feeling refreshed

Enjoyed things as much as | usually do

Had good concentration

Been interested in my leisure activities

Been interested in my social relationships
Practiced my spirituality as | wished

Had enough money for extras

kept my home tidy

Felt accepted by others

Travelled around freely (e.g. using public transport)
Had a clear idea of what | wants and don’t want

N el il il i i
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Name: Date:

INTERNAL STATE SCALE (v.2)

For each of the following statements, please blacken the circle on the line that best describes the
way you have felt over the past 24 hours. While there may have been some change during that
time, try to give a single summary rating for each item.

Today my mood is changeable.

0 100

0 O O O O O O O O o (o]
Not at all Very much so
Rarely Much of the time

Today | feel irritable.

0 100

0 O O o O O O O O o (o]
Not at all Very much so
Rarely Much of the time

Today | feel like a capable person.

0 100

0 0O O o 0O O o 0 O O o}
Not at all Very much so
Rarely Much of the time

Today | feel like people are out to get me.

0 100

(o} O O O O O o O O O (o]
Not at all Very much so
Rarely Much of the time

Today | actually feel great inside.

0 100

o} O O O O O O O O o (o]
Not at all Very much so
Rarely Much of the time

Today | feel impulsive.

0 100

0 O O o O O o O O o o}
Not at all Very much so
Rarely Much of the time
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0

(0]
Not at all
Rarely

0

0
Not at all
Rarely

0

o]
Not at all
Rarely

0

0
Not at all
Rarely

0

0
Not at all
Rarely

0

(o]
Not at all
Rarely

0

(o]
Not at all
Rarely

0

0

0

(o)

(o)

(o)

o}

Today | feel depressed.
0O O 0O O O O O

Today my thoughts are going fast.

o O O O O o O

Today it seems like nothing will ever
work out for me.

o O O O o o O

Today | feel overactive.

o O O O O o O

Today | feel as if the world
is against me.

o O O O O o O

Today | feel "sped up" inside.
o O O O O o O

Today | feel restless.
o O O O O o O

Today | feel argumentative.
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100
o} (o)
Very much so
Much of the time

100
o (o]
Very much so
Much of the time

100
(o] o
Very much so
Much of the time

100
0 0
Very much so
Much of the time

100
0 0
Very much so
Much of the time

100
(o] o}
Very much so
Much of the time

100
(o] (o]
Very much so
Much of the time

100



o 0O 0O O o 0 O o 0o o 0]
Mot at all Very much so
Rarely Much of the time

Today | feel energized.

0 100

o 0O 0O O o 0 O o o o o]
Not at all Very much so
Rarely Much of the time

Today | feel:

0 100

o o O O o 0 O o o o0 o]
Depressed Normal Manic
Down High
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Center for Epidemiologic Studies Depression Scale (CES-D), NIMH

Below 1s a list of the ways you might have felt or behaved. Please tell me how often you have felt this way dunng the past week.

During the Past

Week
Some or a
Rarely or none of  little of the Occasionally or a Most or all of
the time (less than  time (1-2  moderate amount of time  the time (5-7
1day) days) (3-4 days) days)
1. | was bothered by things that usually
don't bother me. o u o u
2. | did not fzel like eating; my appetite
s poor L] L] L] L]
3. | felt that | could not shake off the
blues even with help from my family or - L - L
friends.
4. | felt | was just as good as other ] ] ] ]
people.
5. | had trouble keeping my mind on
what | was doing. - - - -
6. | felt depressed. ] ] ] ]
7. | felt that everything | did was an ] ] ] ]
effort.
8. | felt hopeful about the future. ] ] ] ]
9. | thought my life had been a failure. L] L L] L
10. | felt fearful. ] ] ] ]
11. My sleep was restless. ] ] ] ]
12. | was happy. ] ] ] ]
13, | talked less than usual. ] ] ] ]
14, | felt lonely. L] L L] L
15. People were unfriendly. |:| |:| |:| |:|
16. | enjoyed life. ] ] ] ]
17. | had erying spells. ] ] ] ]
18. | felt sad. ] ] ] ]
19. | felt that people dislike me. L] L L] L
20. | could not get “going.” ] ] ] ]

SCORING: zero for answers in the first column, 1 for answers in the second column, 2 for answers in the third column, 3 for
answers in the fourth column. The scoring of positive items 1s reversed. Possible range of scores is zero to 60, with the higher
seores indicating the presence of more symptomatology.
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Work and Social Adjustment Scale [WSAS)

People's problems sometimes affect their ability to do certain day-to-day tasks in their lives. To rate
your problems look at each section and determine on the scale provided how much your problem
impairs your ahility to carry out the activity. This assessment is not intended to be a diagnosis. If you
are concerned about your results in any way, please speak to a qualified health professional.

If you are retired or choose not to have a job for reasons unrelated to your problem, tick here D

o 1 2 3 4 5 B 7 8

Mot at all Slighthy Definitely Markedly Wery sevarely

1. Because of my [problem] my ability to work is impaired. ‘0" means ‘not impaired’
and ‘8" means severely impaired to the point | can’t/couldn’t work.

2. Because of my [problem] my home management (cleaning, tidying, shopping,
cooking, looking after home or children, paying bills) is impaired.

3. Because of my [problem] my social leisure activities (with other people e.g.
parties, bars, clubs, outings, visits, dating, home entertaining) are impaired.

4, Because of my [problem], my private leisure activities (done alone, such as
reading, gardening, collecting, sewing, walking alone) are impaired.

5. Because of my [problem], my ability to form and maintain close relationships with
others, including those | live with is impaired.

Total WASAS score =
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WHOQOL—-BREF

PROGRAMME ON MENTAIL HEALTH
WORLD HEALTH ORGANIZATION
GENEVA

For office use only

Equations for computing domain scores Raw score Transformed scores*
4-20 0-104
Domain 1 (6-03) + (6-04) + QID+ QI3+ Q16+ Q17+ (18
o .0 +0.0+0+0+0 =
Domain 2 Q5+ Q6+ Q7+ QL1 + Q19+ (6-026)

o.0.0+0+0+ 0O =

Domain 3 Q20 + Q21 + Q22
O+0:0 =
Domain 4 O+ Q9+ Ql2+ QI3+ Qld4 + Q23 + Q24 + ()25

o.o0.0+0+0+0+0+0 =

* Please see Table 4 on page 10 of the manual, for converting raw scores to ransformed scores.

This document is not issued to the general public, and all rights are reserved by the World Health Organization (WHO). The
document may not be reviewed, absiracted, quoted, reproduced or translated, in part or in whole, without the prior written
permission of WHO. No part of this document may be stored in a retrieval system or transmitied in any form or by any means -
electronic, mechanical or other - without the prior written permission of WHO.
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LD number

ABOUT YOU

Before you begin we would like to ask you to answer a few general questions about yourself: by circling the correct

answer or by filling in the space provided.

What is your gender? Male Female
What is your date of hirth? / )
Day / Month ! Year

What is the highest education youreceived? None at all

Primary school

Secondary school
Tertiary
What is your marital status? Single Separated
Married Divorced
Living as married Widowed
Are you currently ill? Yes N
If something is wrong with your health what do you think it is? illness/ problem

Inztructions

This assessment asks how you feel about vour quality of life, health, or other areas of your life. Please answer all the

questions. If you are unsure about which response to give to a question, please choose the one that appears most

appropriate. This can often be your first response.

Please keep in mind your standards, hopes, pleasures and concerns. We ask that you think about your life in the last

two weeks. For example, thinking about the last two weeks, a question might ask:

Do you get the kind of support from
others that you need?

Mot at all

1

Mot much

-

Moderately
3

A great deal
4

Completely
5

Y ou should circle the number that best fits how much support you got from others over the last two weeks. So you

would circle the number 4 if you got a great deal of support from others as follows.

Do you get the kind of support from

others that you need?

Mot at all
|

Mot much
9

Moderately
3

A great deal
4

Completely
5

Y ou would circle number 1 if you did not get any of the support that vou needed from others in the last two weeks.
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Please read each guestion, assess vour feelings, and circle the number on the scale for each question

that gives the best answer for you.

Meither
Very poor Poor pro0r 1o Good Very good
good
1{GI) How would you rate your quality of life? 1 2 3 4 3
Very Dissatisfied Weither Batisfied Very
dissatisfie satisfied nor satisfie
d dissatisfied d
2(G4) How satisfied are you with your health? 1 2 3 4 3

The following guestions ask about how much you hay

e experienced o

ertain things in

the last two wee

ks.

Mot at all A lintle A moderate | Very much An extreme
amount amount
3(Fl4) To what extent do vou feel thatphysical 1 2 3 4 3
pain prevents you from doing what you
need to do?
4F11.3) How much do vou need any medical 1 2 3 4 3
treatment to function in vour dailylife?
S(F4.1) How much do vou enjoy life? 1 2 3 3
G{F24.2) To what extent do vou feel your lifeto 1 2 3 ]
be meaning ful?
Mot at all A lirtle A moderate | Very much Extremely
amount
T(F3.3) How well are you able toconcentrate? 1 2 3 =] 5
B(Fla.l) How safe do you feel in your daily life? 1 2 3 ]
Q(F2L1) How healthy is your physical 1 2 3 4 3

environment?

The following guestions ask about how completely you experience or were able to do certain things in the last two weeks.

Mot at all A little Moderately Mostly Completely

10 {F2.1) Do you have enough energy for 1 2 3 < 3
everyday life?

11 {F7.1p Are you able to accept your bodily 1 2 3 - 5
appearance?

12{F1&8.1) | Have you enough money to meet your 1 2 3 4 3
needs?

13 {F20.1) | How available to you is the information 1 2 3 - 5
that vou nead in vour day-to-daylife?

14 (F21.1) | To what extent do you have the 1 2 3 < 3
opportunity for leisure activities?

I Very poor Poor Meither Giood Very good I
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poor nor
good

15 (F9.1)

How well are you able to getaround?

3

The following questions ask you to say how good or satisfied vou have felt about various aspects of your life over the last two

weeks.
Very Dissatisfied Meither Satisfied Wery
dissatisfie satisfied nor satisfie
d dissatisfied d

16 {(F3.3) How satisfied are you with vour sleep? 1 2 3 5

I7T(F10.3) | How satisfied are you with vour ability 1 2 3 3
to perform your daily living activities?

IRB(F12.4) How satisfied are you with yourcapacity 1 2 3 4 3
fior work?

19 {F6.3) How satisfied are you with yourself? 1 2 3 5

2F13.3) How satisfied are vou with your 1 2 3 3
personal relationships?

21({F13.3) How satisfied are you with vour sex life? 1 2 3 3

22{F14.4) How satisfied are vou with the support 1 2 3 4 5
you get from your friends?

23(F17.3) How satisfied are vou with the 1 2 3 4 3
conditions of your living place?

24F19.3) How satisfied are vou with yvouraccess 1 2 3 4 3
o health services?

25(F23.3) How satisfied are vou with your 1 2 3 4 3
transport?

The following question refers o how often you have felt or experienced certain things in the last two weeks.
Never Seldoin Quuite often Very often Always
26 (F&.1) How often do you have negative feelings 1 2 3 4 5

such as blue mood, despair, anxiety,
depression?

Did someone help you to Al ot this FormT. s s

How long did it take to fill this formowt™. ...

Do you have any comments about the assessment?

THANK YOU FOR YOUR HELP
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Appendix O

48 week follow-up

TAU TAU TAU RfCBT-OA | RfCBT-OA | RfCBT-OA
N Mean s.d. N Mean s.d.
QolL-BD
Baseline 20 42.40 11.61 19 38.68 7.21
24 week follow-up 15 41.44 12.10 17 40.98 9.25
48 week follow-up 12 38.41 12.38 14 39.07 7.97
CES-D
Baseline 20 21.85 12.42 19 23.66 9.20
24 week follow-up 14 18.50 9.33 16 17.31 7.63
48 week follow-up 13 21.10 11.27 13 21.85 9.34
Internal States Scale -
Activation
Baseline 18 178.33 119.82 19 95.26 100.41
24 week follow-up 14 137.86 97.99 17 93.53 104.88
48 week follow-up 11 133.64 100.33 13 47.69 65.47
Internal States Scale -
Wellbeing
Baseline 19 182.11 83.77 19 118.95 74.23
24 week follow-up 14 181.43 88.74 17 143.53 100.81
48 week follow-up 11 193.64 84.06 13 137.69 67.35
WASAS
Baseline 20 19.69 13.17 18 19.83 10.58
24 week follow-up 15 14.88 12.97 17 16.31 10.49
48 week follow-up 8 17.38 13.99 13 14.77 6.67
WHO-QOL BREF — Physical
Baseline
24 week follow-up 19 56.05 21.22 19 53.98 15.50
48 week follow-up 13 63.05 24.79 17 57.35 19.43
12 57.44 19.99 14 56.51 16.02
WHO-QOL BREF -
Psychological
Baseline 19 58.77 21.66 19 52.19 20.24
24 week follow-up 12 68.75 14.38 17 56.62 19.38
48 week follow-up 12 62.99 21.36 14 56.25 19.99
WHO-QOL BREF — Social
Baseline 19 53.29 24.32 19 58.33 19.64
24 week follow-up 12 61.11 29.96 16 58.85 21.83
48 week follow-up 12 56.94 22.71 13 53.21 24.89
WHO-QOL BREF —
Environmental
Baseline 19 67.11 24.72 19 72.89 14.52
24 week follow-up 13 75.49 16.77 17 69.41 15.30
48 week follow-up 12 69.38 14.29 14 68.75 1491
Personal and Social
Performance Scale 20 71.90 10.68 19 75.42 10.02
Baseline 19 68.58 12.90 17 77.06 8.89
24 week follow-up 15 71.07 14.46 17 76.71 11.09
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Linear Models

Bipolar Recovery Questionnaire

RfCBT vs TAU MD; 95% ClI P-value
24 week 22.471 (-172.446 t0 217.387) 0.815
48 week 62.852 (-238.257 to 363.960) 0.670
Hamilton Rating Scale for Depression

RfCBT vs TAU MD; 95% ClI P-value
24 week 4.207 (-8.949 to 0.536) 0.080
48 week 4.206 (-9.780 to 1.368) 0.134
Bech-Rafaelsen Mania Scale

RfCBT vs TAU MD; 95% ClI P-value
24 week +1.765 (-4.257 to -0.727) 0.159
48 week +1.792 (-3.464 to -0.119) 0.037
Quality of Life in Bipolar Disorder Scale

RfCBT vs TAU MD; 95% ClI P-value
24 week 3.145 (-2.991 to 9.281) 0.303
48 week 3.091 (-4.930to 11.111) 0.434
Centre for Epidemiologic Studies Depression Scale

RfCBT vs TAU MD; 95% ClI P-value
24 week 4.184 (-9.301 to 0.933) 0.105
48 week -0.222(-8.217t0 7.773) 0.955
Internal States Scale - Activation

RfCBT vs TAU MD; 95% ClI P-value
24 week +14.983 (-81.288 to 51.323) 0.647
48 week +61.100 (-133.209 to 11.009) 0.092
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Internal States Scale - Well-being

RfCBT vs TAU MD; 95% ClI P-value
24 week 34.832 (-27.774 to 97.438) 0.264
48 week -34.143 (-106.724 to 38.437) 0.339
Work and Social Adjustment Scale

RfCBT vs TAU MD; 95% ClI P-value
24 week -1.095 (-6.488 to 4.298) 0.681
48 week -3.778 (-10.445 to 2.888) 0.248
WHO-QOL BREF — Physical

RfCBT vs TAU MD; 95% ClI P-value
24 week -10.028 (-25.596 to 5.540) 0.197
48 week -5.543 (-19.694 to 8.608) 0.426
WHO-QOL BREF - Psychological

RfCBT vs TAU MD; 95% ClI P-value
24 week -3.592 (-14.352 to 7.168) 0.498
48 week 2.02 (-11.92 to 15.95) 0.767
WHO-QOL BREF — Social

RfCBT vs TAU MD; 95% ClI P-value
24 week 3.123 (-13.450 to 19.703) 0.701
48 week -2.597 (-16.284 to0 11.091) 0.697
WHO-QOL BREF — Environmental

RfCBT vs TAU MD; 95% ClI P-value
24 week -2.559 (-9.882 to 4.765) 0.479
48 week -1.846 (-10.141 to 6.450) 0.649
Personal and Social Performance Scale

RfCBT vs TAU MD; 95% ClI P-value
24 week 5.786 (1.320 to 10.251) 0.013
48 week 2.644 (-3.518 to 8.806) 0.387

Key: Cl = Confidence interval, MD= Mean difference
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Cox Regression

Time to relapse - Any relapse

x2 Df Exp(B) Lower Upper P-Value
95%CL | 95% CL
Time to any relapse 10.1 3 0.23 0.07 0.73 0.013
Time to relapse - Depression
%2 Df Exp(B) Lower Upper P-Value
95% CL | 95% CL
Time to depressive 7.7 3 0.13 0.01 1.06 0.057
relapse
Time to relapse - Mania
12 Df Exp(B) Lower Upper P-Value
95%CL | 95% CL
Time to manic relapse 6.1 3 0.44 0.13 1.51 0.195

Key: x2 = Chi Squared, Df = Degrees of freedom , CL = Confidence limit
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Appendix P

OLDER ADULTS WITH BIPOLAR DISORDER

QUALITATIVE INTERVIEW - TOPIC GUIDE

uestions

1. What do you think has changed for you as a result of the therapy?
Prompts

e Relationship with relative / partner/ friends / health professionals
e Daily life
e Mood management

2. So you mentioned that the therapy has changed (XXX answer to question 1). How do you
think that was achieved?
Prompts

e Do you do anything differently now?

e Has it changed your perspective?

e Do you use any particular strategies (e.g. thought challenging, behavioural experiments,
mindfulness, your early warning and coping plan)?

3. | cansee that you had XX number of sessions at home/ Spectrum centre. What did you
think about this?
Prompts
e Did you want more / less
e Would you rather be seen in a different location?

4. |can see you attended XX sessions. What were your thoughts about the length of sessions
(50 minutes to an hour) / number of sessions (14)?

Prompts
e Did you want more / less time in the session
e Would you have liked more than 14 sessions / less than 14 sessions
5. Why did you decide to take part in the research study?
Prompts

e Interested in research
e Helping other people out
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6. How did you find the research process?
Prompts
o The study materials
o The phone interviews

e The questionnaires by post

7. Is there anything that would have made taking part in the study easier for you?
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Appendix Q

Lancaster
Lancashire Care l_j 1y f?r'5i1 v

Participant Information Sheet
Interview Study

Title of project: Recovery focused therapy for older adults with bipolar disorder

We would like to invite you to take part in an interview about your experiences of the recovery focused CBT
intervention (RfCET-0A). Before you decide whether or not to participate, it is important that you understand
why this research is being carried out and what taking part will involve. Please take the time to read the
following information carefully and discuss with others if you wish. You may download this sheet and print it
off to read at your own convenience and discuss with others if you wish. If there is anything which is not clear
or that you would like more information about please feel free to contact us. Contact details for the ressarch
team are at the end of this document.

What is the research project about?

This interview study aims to explore individuals' experiences of receiving the RfCET-OA intervention in maore
detzil and how acceptable the therapy was. Service users have been inveolved in designing this study.

Who will be taking part in this study?

Approximately 10 participants who have already taken part in the trial of BfCET-04A will participate in this
study. To enable us to explore how different people found the delivery of RfCBT-0A, we are inviting people to
take part based on a range of characteristics, including age, gender and place of residence. The group will
therefore include people who have withdrawn from the study, people who attended a lot of sessions and
people who attended a few. The interviews will be either over the telephone or held in a location of your
choice. This will be either at the Spectrum Centre for Mental Health, Lancaster University or in your own home.

Why have | been asked to take part?

‘fou have been asked to take part because you have experience of receiving RfCET-04. Treatment development
studies such as this study are useful in enable the development of psychological interventions which we hogpe
will enhance recovery, functioning and guality of life, and reduce associated problems in bipolar disorder, such
as relapse.

What will taking part involve for me?

If you do decide to take part in this study, a researcher will contact you by phone to explain more about the
study and arrange an interview date. The interview will take place over the telephone, at your home, ar some
other place where you feel comfortable. The interview will take approximately 45-60 minutes. During the
interview, we will ask questions about your experience of receiving BfCET-04A, including what you found most
useful, perceptions of the impact and outcome of receiving the intervention, value and acceptability of each of
the outcome measures, reason for drop out (if appropriate), beliefs/attitudes towards mood swings and coping
strategies following the intervention. You can take as many breaks as you like during the interview, and you can

Greater Manchester
Mental Health

164052018 (V3) FPI5 - Recovery focused CBT for 04 — Qualitative interviews
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. Lancaster
Lancashire Care University

stop at any time. Interviews will be digitally recorded, as this is necessary for us to analyse the data. The audio
recordings can be edited and therefore you can ask for words to be deleted or replaced.

Do | have to take part?

You are under no obligation to take part in the interview even if you previously indicated that you would like to
be contacted about it. If you do decide to take part, before you begin the study, vou will be asked to complete
a consent form. If you change your mind after giving consent you are free to withdraw from the study before
or during the interview, or within 2 weeks after undertaking the interview, and do not need to provide a
reason. |t will be difficult to withdraw your data more than 2 weeks after the interview as gualitative analyses
will be underway. If you do decide not to take part, or to withdraw, this will not affect any ongoing care you
receive, or your ability to take part in any future research. You will be asked to complete a form giving your
reason for withdrawing, but do not have to do so.

Will my personal details be kept confidential?

All the information that yvou give will be strictly confidential; the transcript of the interview will not be shown to
anyone outside the research team. The information (data) collected will be anonymised, meaning that data will
not be traceable to you.

All data will be stored securely either on paper, or password protected databases. Personal data will not be
kept any longer than 12 months, and will be destroyed by this time. The tapes will be destroyed at the end of
the study and any direct quotes used in the write up of the study will be done 5o in such a way 50 as not to
identify individuals. Completely anonymous copies of transcripts may be retained for up to 10 years after the
study.

Itis important for us you are assured that all measures will be taken to guarantee the confidentiality and
anonymity of your participation. However, you may disclose information that is relevant to safeguarding
vulnerable individuals. If such information is disclosed, the data collection will cease, 2 member of the research
team will discuss with you that confidentiality will be broken on this occasion, and the relevant bodies or
individuals will be informed.

What are the potential advantages and disadvantages of taking part?

It is our experience of conducting similar interview-based research that participants value sharing their
personal experiences. All individuals taking part in this study will be making a valuable contribution to
understanding the experiences of bipolar disorder and this knowledge will then be used to help design spedfic
and appropriate treatment interventions for people with bipolar disorder.

It is possible that talking about personal experiences may cause garticipants distress. The interviewer will be
sensitive to this. Participants will have the opportunity to discuss any concerns at the end of the interview and
will be free to stop the interview at any point. Following the interview the researcher will also offer the
opportunity for a follow-ug phone call the next day to ensure participants are feeling okay and to check
whether there are any issues relating to the research which the participant wishes to discuss.
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What will happen to the results of the research?

If you participate in this study you will be informed of the results at the end of the study. The findings will be
presented at appropriate conferences and events and will be published in mental health journals and other
publications with the aim of reaching a wide audience of mental health professionals and service users. Quotes
from your interview may be used to illustrate the findings, however thesa findings will be anonymised and you
will not be personally identifiable anywhere in the publication.

If the findings of this study indicate that the intervention works well for participants and is effective in
enhancing recovery, functioning and guzlity of life, and reducing associated prokblems in bipolar discrder, such
as relapse then we will use these results to seek funding for a larger scale clinical trial of BfCET-0OA

Who has reviewed the study?

All research in the NHS is looked at by independent group of people, called a Research Ethics Committee to
protect your safety, rights, wellbeing and dignity. The commities that has reviewed this application is the RES
Committee North West - Preston.

What if something goes wrong?

However, if you are harmed by taking part in this research, there are no special compensation arrangements. If
yau are harmed due to someonea’s negligence, then you may have grounds for legal action but you may have to
pay forit.

If you have any questions you are welcome 1o ask the researcher, whose contact details are listed at the end.
Complaints: If you wish to make a complaint you can contact:

Professor Steven lones

Email: s.jones7 @lancaster.ac.uk

Phone: 01524 593382,

If you would grefer to contact someone independent of the research with any concerns, please contact:
Professor Roger Pickup

Email: r.pickup@lancaster.ac.uk

Phone: 01524 593745

Harm: It is unlikely that you will be harmed by participating in this study. However, in the event that something
does go wrong and you are harmed during the research and this is due to someone’s negligence then you may

have grounds for a legal action for compensation against Lancaster University but you may have to pay your
legal costs.
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Further Information

If you require any further information you can contact Elizabeth Tyler on telephone number
07967837938

e.tyler@lancaster.ac.uk

Spectrum Centre for Mental Health Research
Institute for Health Research

Lancaster University
LAL4YT

A -
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REC ref:

CONSENT FORM
Recovery Focused Therapy for Older Adults with Bipolar Disorder

Mame of Researcher:

Mame of Participant:

Participant Mumber

Please initial box

1. | confirm that | have read and understood the information sheet version number 1.0 dated
12022015 for the abowve study and have had the opportunity to ask questions and have iy
guestions answered satisfactorily.

2.l understand that my participation is voluntary and that | am free to withdraw from the study
within 2 weeks of completing the interview, without giving any reason, and without my
medical care or legal rights being affected.

3. | understand that if | withdraw the information collected up to this paint may still b2 uzed in
the analysis and publication of this study.

4. | agree to being contacted by the research t=am to arrange an interview appointment to
dizcuss my experiences of receiving recovery fooused CBT.

5. | give permission for interviews with me to be recorded and transcribed so researchers can
listen to these and identify common themes.

6. | give permission for the ressarch team to collect, store, analyse and publish information
obtained from my participation in this study with the understanding that my personal details
will be kept confidential and zll data published will be anomymous.

7. | give permission for mvy direct, anonymised guotations to be used if required to illustrate
study findings in research publications.

2. |agrestotake part in the above study.

Mame of Participant Diate Signature
Mzme of Person taking consent Diate Signature

(If different from Principal Investigator)

Mame of Principal Investigator Diate Signature
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Appendix S

Experience of intervention

relationships

Positive “A greater focus on what my lifestyle’s like and what I’'m doing and when I’'m
impact on the | doing it...looking at sleep pattern, getting it undisturbed sleep now, so that was
lifestyle useful” (P002)

Positive “I’'m more relaxed around them, and they’re more relaxed around me” (PO03)
impact on “I've learnt to be perhaps more patient really with other people, um, and not be

demanding of them... I still do rely on my husband a lot but I try not to over rely
on him and expect him to do things that are too perfectionist” (PO05)

strategies to
manage mood

Recovery I thought it was well balanced and aimed at specific elements of your mental
focused health er process of recovery ...it’s like giving out a silver bullet, that bullet that
approach drives right to the centre of the problems (P003)

Coping I think er if | feel down, I think um, I can... give myself permission to be down, er

but be aware not to let it get into a spiral and do...somethings which are soothing,
some things which are stimulating, you’ve got to make your choice at the time
(PO05)

Difficulty Not a lot has changed — we were going through marital problems at the time. We
engaging in were too busy trying to sort ourselves out (P007)
therapy
Therapist There were lots of intimate things we discussed...| didn’t feel that there was any
stance judgement there (P001)
Session “I think it was about right, ‘cos you needed a couple of sessions just to get going
number and get to know what’s happening and what the strategy is going to be” (P002)
“I was a bit disappointed when it ended really but | recognise that you know it
couldn’t go on forever” (P001)
“Only did 7 sessions — should have had more as it was not enough”
Session “I thought it was excellent, | couldn’t believe it really when it was offered (to have
location the therapy sessions at home; P001)

“I enjoyed it coming to work... because it reinforced when | said to people look XX
is coming to work and we’re going into this room ... it reinforced to them my
mental health conditions” PO03

Session timing
(50-60
minutes)

“It’s very flexible, so it works, no longer though” (PO03)
“You can keep on track better over an hour...some people start going round in
circles in less time... but | think an hour is about right” POO5
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Research process

Follow-up “I prefer face to face any time” (P006)

assessments “It was ok on the phone but obviously face to face is better” (P001)

Questionnaire | “That was alright by post, that was ok” (PO08)

by post “online you can unclick them can’t you if you think I’'ve read that wrong...so it’s
easier to unclick and make it clear rather than think when you’ve ticked a box and
scribbled it out” (PO0O5)

Completing “I filled in all the various forms that came” (P0O07)

the “questionnaires were fine, they were easy to understand and easy to get through”

questionnaires

P005
“I thought they were simple, even though it was a lot, it was easy to go through
and none of it was challenging” (P003)
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Participant Information Sheet
Part 1

Title of project: Recovery focused therapy for older adults with bipolar disorder

We are inviting you to take part in a research study. Before you decide, it is important for you to
understand why the research is being done and what it will involve. Please take the time to read
this information carefully and discuss it with others if you wish. Part 1 tells you the purpose of
this study and what will happen to you if you take part. Part 2 gives you more detailed
information about the conduct of the study. Please do not hesitate to ask us if there is anything
that is not clear. Take time to decide whether or not you wish to take part. Thank you for
reading this.

What is the aim of the study?

The aim of the study is to investigate the effectiveness of a psychological intervention compared
to the effectiveness of standard treatment for individuals who have a diagnosis of bipolar disorder
and are over the age of 60.

Why have | been asked to take part?

You have been asked to take part because you have received a diagnosis of bipolar disorder and
are over the age over 60, you live within the North West of England and you have expressed an
interast in taking part in the study.

Do | have to take part?

Mo, It is up to you whether or not you take part. If you decide to take part you will be given this
information sheet to keep and be asked to sign a consent form. You will be free to withdraw at
anytime without giving a reason. Should you withdraw then the information collected so far
cannot be erased and this infarmation may still be used in the project analysis. If you decide not
to take part, or to withdraw from the study, it will not affect the standard of care you receive.

What does taking part involve?

Initial assessment

If you agree to take part you will first be asked to meet with a researcher and complete an
interview and a series of guestionnaires which will ask you about your experiences of meood
episodes in the past, about how you are currently feeling and about how you think about and feel
about the experiences associated with bipolar disorder. This will take approximately 2 hours.

Allocation to treatment

After the visit you will then be allocated randomly to either receive the psychological intervention
or to continue to receive your usual treatment which is the control groug. You will have a 50%
chance of receiving the psychological intervention plus your wsual care and a 50% chance of
continuing to receive your usual care only. If you are in the control group you will not receive the

Greater Manchester
Mental Health

NP S v PIS . Parmean: famicad CET far O848 — BCT

251



. Lancaster
Lancashire Care [ _ﬁ] i-._.g-gr_u;n v

additional psychological intervention. You will continue with your treatment as usual from your
care team but you will be asked to complete the assessments from the study team.

Assessments

Both those people who are allocated to the psychological intervention and those who continue to
receive their usual care will receive either a telephone call from researcher every 3 months who
will complete a similar interview and the same questionnaires with you until 12 months after your
first wvisit. You will also be asked to complete an additional set of questionnaires at & and 12
months and these will be sent through the post or by email depending on your preference. During
the time that you are taking part in the study your clinical notes may also be examined 1o assess
for any changes.

Intervention

If you are allocated to receive the psychological intervention, this will invelve meeting regularly
with a therapist for a period of 6 months. The sessions can either take place at Lancaster
University or in your own home. Each session will last approximately 45-60 minutes. In total you
will have the opportunity to attend up to 14 sessions with the therapist.

We will ask for your consent to audictape some of the assessments and therapy sessions. These
recordings help us understand more about what happens in therapy and assessment. You may
decline permission for us to audio record assessment and therapy sessions at any time and still
take part in the study. The diagram below may help you understand what is invalved in each type
of treatment:
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What are the alternatives for treatment?
You can access treatment in the usual way, via your care team, regardless of whether you take
part in this research trial or not.

What are the possible benefits of taking part?

It iz hoged that individuals may find receiving the psychological intervention beneficial in their
recovery in bipolar disorder through helping people to manage the impact of a diagnosis of
bipolar disorder on them, helping to identifying an individual’s own triggers and early warning
signs of a relapse, increasing people’s coping skills and aid peogle in developing a ‘recovery plan’.
For those in the control group, there may not be any benefits. However we hope that the overall
information that we gain from the study will help individuals living with bipolar disorder in later
life in the future.
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What are the possible risks or disadvantages of taking part?

Like with other psychological interventions, it is possible that people may find it distressing when
talking about emotional topics. However, the nature of the psychological intervention means that
any distress caused can be dealt with and worked on within the therapy itself.

What happens when the research study stops?

If you were one of the people wheo received the psychological intervention, when the study ends
yaur therapist will discuss with your care team any relevant information that may help with your
continuing care. You will no longer be able access the psycholegical intervention that you had in
the research study, but you will continue to receive your usual care.

What if there is a problem?
Any complaint about the way you have been dealt with during the study or any possible harm you
might suffer will be addressed. The detailed information on this is given in Part 2.

Will my taking part in the study be kept confidential?
Yes. We will follow ethical and legal practice and all infarmation about you will be handlad in
confidence. The details are included in Part 2.

If the information in Part 1 has interested you and you are considering participation, please
read the additional information in Part 2 before making any decision.

Greater Manchester
Mental Health

204052015 (V2] PIS - Recovery focused CEBT for 04— RC

W

254



. ~ LAancasier
Lancashire Care Universitv

Participant Information Sheet
Part 2

What if relevant new information becomes available?

Sometimes we get new information about the treatment being studied. If this happens, a member
of the research team will tell you about this new information and discuss whether you would like
to continue in the study. If you decide not to carry on, arrangements will be made for your care to
continue. If you decide to continue in the study you may be asked to sign an updated consent
form.

What will happen if | don’t want to carry on with the study?

If you decide that you wish to withdraw from the study at any point you can do so without it
affecting your care now or in the future. You may withdraw from the study completely or just
withdraw from treatment and continue with follow up appointments.

If you withdraw from the study, we will destroy all your identifiable data, but we will need to use
the clinical data collected up to your withdrawal.

What if there is a problem?

If you have any questions you are welcome to ask the researcher, whose contact details are listed
at the end.

Complaints: If you wish to make a complaint you can contact:

Professor Steven lones
Email: s.jones7 @lancaster.ac.uk
Phone: 01524 593382,

If you would prefer to contact someone independent of the research with any concerns, please
contact:

Professar Roger Pickup
Email: r.pickup@lancaster.ac.uk
Phone: 01524 593745

Harm: It is unlikely that you will be harmed by participating in this study. However, in the event
that something does go wrong and you are harmed during the research and this is due to
someoneg’s negligence then you may have grounds for a legal action for compensation against
Lancaster University but you may have to pay your legal costs.

Will my taking part in this study be kept confidential?
All data recorded in this experiment will be completely confidential. All information about your
identity will be stored separately from data gathered during the study. All participants will be
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assigned an identification number which will be used to match responses. All data will be stored
securely either on paper, or password protected databases. Personal data will not be kept any
lomger than 12 months, and will be destroyed by this time. Completely anonymous copies of
people’s responses may be retained for up to 10 years after the study.

If there are any particular concerns about you that are raised through your participation in this
study, we may ask for your consent to refer these concerns to either your MHS management
team, where applicable, or another suitable professional. Due to our duty of care to you, in
extreme cases it may be necessary to breach the confidentiality of this study and inform your
management team or a suitable professional of your responses. This would include cases where
the specific intent to hurt yourself or others has been made clear.

Involvement of the General Practitionerf/Family doctor (GP)

If you have been referred to us via your care co-ordinator in NHS mental health services, they will
be kept informed of your invelvement in the research trial. We will also write to your GP to inform
them that you are involvad in this research. If you have been referred through your GP and do not
have a care co-ordinator in NHS mental health services, then your GP will be kept informed of
your involvement in the research trial. If you have come to be involved in the study through
voluntary organisations, your care -coordinator in NH3 mental health services (or GF if you don't
hawe a care co-ordinator in mental health services) will be kept informed of your involvement in
the research trial

What will happen to the results of the research study?

It is intended for the results of the study to be published in an academic journal. If you are
interested in receiving a copy of any publications from this study, please tell the research assistant
at the interview.

Who is organising and funding the research?
The research has been funded by the Mational Institute for Health Research and is sponsored by
Lancaster University.

Who has reviewed the study?

All research in the NHS is looked at by independent group of people, called a Research Ethics
Committee, to protect your safety, rights, wellbeing and dignity. The committee that has reviewed
this application is the RES Committee North West - Preston.

Further information and contact details
If you require any further information you can contact Elizabeth Tyler on 07967837938

Elizabeth Tyler

Spectrum Centre for Mental Health Research
Institute for Health Research

Lancaster University

LAl YT

e.tyler@lancaster.ac.uk
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CONSENT FORM

Recovery Focused Therapy for Older Adults with Bipolar Disorder
REC ref:

Namie of Researcher:

Name of Participant:

e [ ]

PART OME
Please initial box
1. | confirm that | have read and understood the information sheet version number 2.0 dated
20/05/ 2015 for the ahave study and have had the oppartunity to ask questions.

2. | understand that my participation is woluntary and that | am free to withdraw at any time,
without giving any reason, and without my medical care or legal rights being affected. |
understand that should | withdraw then the infarmation collected so far cannot be erased
and that this infermation may still be used in the analysis and publication of this study.

3. | give my consent for the research team to contact my care oo-ardinater and f or GP f ather
health professional in erder to obtain risk-related information.

4. | agree to my GP {and care co-ordinator where appropriate] being infarmed of my
participation in this study and being informed should the research team be concerned about
my mental health whilst taking part in this study.

5. | agree to being contacted by the research team far @ maximum of 12 months ta complete
interview and questionnaire assessments, in persan, over the teleghone and an-line, ta find
out how | am.

. | understand that my medical notes and records may be made available to responsible

O O

individuals from Lancaster University, your relevant North West NHS trust the research
proup and regulatory authorities where it is relesant to my taking part in this study. | give
permission for these individuals to have access to my records and ta collect, stare, analyse
and publish information ohtained from my participation in this study. | understand that my
personal details will be kept confidential and all data published will be ananymous.

7. | agree to take part in the above study. |:|
Name af Participant Date Signature
Mame af Persan taking consent Date Signature

{If different from Principal Inwvestigator)

Mame af Principal Investigator Date Signature
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