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Abstract

Background: Inpatient psychiatric care is a scarce and expensive resource in the National
Health Service (NHS), with chronic bed shortages being partly driven by high re-admission
rates. People often need to go into hospital when they have a mental health crisis due to
overwhelming distressing psychotic symptoms, such as hearing voices (hallucinations) or
experiencing unusual beliefs (delusions). Brief talking therapies may be helpful for people
during an acute inpatient admission as an adjunct to medication in reducing re-admission
rates, and despite promising findings from trials in the USA, there have not yet been any
clinical trials on this kind of intervention within NHS settings.

Objectives: The primary objective of the study was to find out whether it was possible to
carry out this kind of trial successfully within UK inpatient settings in terms of successfully
recruiting and retaining patients in the trial. The secondary objective was to collect pilot data
on clinical outcome measures, including re-admission rates at 6-month follow-up.

Method: The amBITION study (Brlef Talking theraples ON wards; ISRCTN376253384)
was a parallel groups, feasibility randomised controlled trial (RCT) of a manualised brief
talking therapy (Mindfulness-Based Crisis Intervention; MBCI). Inpatients on acute
psychiatric wards were eligible for the study if they reported at least one positive psychotic
symptom, and were willing and able to engage in a talking therapy. In addition to treatment
as usual (TAU), participants were randomly allocated to receive either MBCI or a control
intervention (Social Activity Therapy; SAT) which involved doing activities on the ward with
the therapist.

Results: Fifty participants were recruited to the trial (26 MBCI; 24 TAU). No participants
dropped-out during the therapy phase, and everyone in the trial received at least one therapy
session. The average number of sessions per participant was 3 in both arms of the trial.
Retention in the trial was excellent, and exceeded the pre-set benchmark of no more than
20% loss to follow-up at trial end-point (6-month follow-up after discharge). The follow-up
rate at 6-month follow-up was 98% for service use data extracted from clinical notes, and
86% for self-report questionnaire measures. Three participants experienced adverse events,
but none of these were considered to be related to their participation in the trial.
Conclusions: It is feasible to recruit and retain participants in the trial. The therapy was
acceptable to patients, and satisfaction ratings with therapy was high. Progression to a further

trial is warranted based on these encouraging feasibility outcomes.

12



Chapter 1: Acute inpatient care, CBT for psychosis and impact on reducing risk of

relapse

1.1 Overview

Acute inpatient care for mental health in the National Health Service (NHS) is a scarce and
expensive resource. Bed occupancy is too high and length of admission is increasing.
Service user satisfaction with inpatient care is generally low. A common source of
dissatisfaction with acute inpatient care is the lack of access to talking therapies. The
Schizophrenia Commission Report suggested that greater access to talking therapies during
hospitalisation might be helpful in reducing short-term readmission rates. However, the
current gold-standard psychological therapy, Cognitive-Behavioural Therapy for psychosis
(CBTp), whilst effective in reducing psychotic and affective symptoms, has not generally
proven effective in reducing relapse. There have been some randomised controlled trials
(RCTs) of CBTp within acute inpatient settings, however they also failed to show a
convincing effect in reducing relapse. Furthermore, interventions tested in the 3 largest in-
patient RCTs comprised many treatment sessions (16-20), however, most participants did not
complete a set minimum of sessions, let alone the full therapy course. Given that the average
length of an inpatient admission is around 4 weeks, what is required is a briefer intervention
which is tailored to fit the setting. This is preferable to trying to implement a standard CBTp
protocol, which has been primarily designed and evaluated in community settings for people
with residual psychotic symptoms, rather than for people experiencing a mental health crisis.
There have been 2 promising pilot trials in the United States (US) of a mindfulness-based
intervention (Acceptance and Commitment Therapy; ACT), specifically adapted to be
delivered within inpatient settings. It is a brief therapy (1-5 sessions), with stand-alone
sessions to accommodate unpredictable lengths of stay, and targets the underlying
psychological processes implicated in crisis. Pilot trial results suggest that the ACT
intervention reduced the risk of re-admission by 50% at 4-month follow-up, compared to
treatment as usual. It is not yet known whether such an approach would also be effective

within NHS acute inpatient settings for people with psychosis.
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1.2 Acute inpatient care: Expensive, inadequate and in short supply

“The reduction in acute hospital beds might be viewed as a tremendous success for

deinstitutionalization in the UK, were it not that the demand for inpatient care now

grossly outstrips supply, accompanied by a rising tide of demoralization and

dissatisfaction with care among hospital staff and patients™ p. 91 (Craig, 2016)

There is a crisis in acute inpatient care in the United Kingdom (UK). Bed occupancy in the
NHS is too high (>85% safety threshold), length of stay is increasing, and costs are rising

(Figure 1). The rising tide of demoralization and dissatisfaction, which Craig refers to in the

quote above, is all too apparent in the findings of service user surveys and studies (Csipke et

al., 2014, Csipke et al., 2016, Rose et al., 2015). A frequent complaint amongst service users

is that there is inadequate access to psychological therapies during inpatient admissions

(Wood and Alsawy, 2016).

Bad occupancy
still rising
Bed occupancy in
adult acute beds is
now 94%, the
highest figure for
5 years

Emergency
readmissions improving

Emergency
readmissions to adult
acute beds are at their
lowest level for 5 years

Bank and Agency

Of total pay costs
12% goes on bank staff
8% goes on agency staff

NHSBN Mental Health Inpatient and Community 2016

Length of stay
increasing
Admissions to adult
acute beds stay on
average 33 days. This
figure is increasing
each year

Use of the mental
heaith act
35% of admissions are
detentions under the
MH Act. In 2012 this
figure was 25%

community activity
More community
contacts are being
delivered per capita,
aspecially in clder
pecple’s services

Psychosis
dominates beds
62% of bed days
are occupied by

patients
experiencing a
psychosis

community
caseloads
More people are
receiving support
from community
teams than in
pravious years

Costs rising
The annual cost of
providing an adult

acute bed is now 6%
higher than in 2015

Figure 1 NHS Mental Health Benchmarking Summary (Network, 2017)

14




In addition to the academic literature, charity reports have also played a vital role in giving a
voice to service user concerns. For example, a report from the mental health charity Mind
(2011) high-lighted concerns about a therapeutically impoverished environment on wards and
an undue emphasis on a medical model of care (Figure 2).

“Quality of life on the ward was terrible, it
was a violent place to be. | was repeatedly hit
and had things stolen but most of the nurses
did not care. The hospital was filthy and the
staff stressed and over-worked, access to
different therapies was non-existent. They
moved my bed eight times in four weeks!
Mostly without my knowledge fill | tried to find
my bed and belongings.”

Structure and organised activity

“On the ward, my care was a knock on the
door at 18am to go and get my meds, and a
knock every few days to see the psychiatrist.

Figure 1 Service user quotes from Mind report (2011)

These findings were later mirrored in the Schizophrenia Commission Report (2012), which
noted:- “We were particularly concerned about the lack of access to CBT and other
psychological therapies which are recommended in the NICE guidelines and can be very
valuable in helping people deal with the impact of symptoms and in keeping them out of
hospital.” (p. 33). This quote draws attention to another critical issue, which is intrinsically
linked to the bed-shortage crisis; high re-admission rates. Sometimes people are successfully
stabilised in hospital, only to relapse again in the community shortly after discharge, leading
to another admission. This sometimes attracts the stigmatising label of being a “revolving-
door” patient. Frequent hospital admissions are distressing and disruptive to service users
and their families, as well as placing a high economic burden on NHS services (Lloyd-Evans
et al., 2010). The Schizophrenia Commission is correct of course in its assertion that CBTp
is recommended in clinical guidelines (NICE, 2014). However, does the evidence support its
role in keeping people out of hospital for longer?
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1.3 CBTp; Effective in symptomatic reduction but not for reducing risk of relapse

NICE clinical guidelines (2014) recommend both CBTp and Family Intervention (FI) as
evidence-based psychological therapies which should be widely available to service users
(CG178 - Psychosis and Schizophrenia in adults: prevention and management). The
guidelines further stipulate that CBTp should be delivered as an individual therapy, of at least
16 planned sessions, and should focus on helping people to establish links between thoughts,
emotions and behaviours, and to promote alternative ways of coping with the target
symptom. The aims of the intervention should include reducing distress and improving
functioning. CBT can be started “either during the acute phase or later, including in inpatient
settings” (recommendation 1.4.4.1). Although the evidence reviewed for the 2014 NICE
guidelines clearly showed CBTp to be an effective treatment, this was based on evidence that
it helped reduce psychotic symptoms, and associated affective symptoms such as depression
and anxiety e.g. (Wykes et al., 2004). There is no specific recommendation for the provision
of CBTp as an effective treatment to keep people out of hospital for longer, or to reduce

overall admission rates.

There has been a proliferation of meta-analyses for CBTp over the 15 years, however only
CBTp meta-analyses that report data relating to impact on hospital admissions will be
discussed here. This is also a timely point to note the distinction that is made between
relapse and readmission in the literature. A person may relapse, in that there is a recurrence
or exacerbation of symptoms, but this will not necessarily always lead to an admission.
Given the acute shortage of inpatient beds, admissions are often driven by additional factors
such as the presence of a perceived risk to self or others. Conversely, readmission can occur
in the absence of a relapse of psychotic symptoms. For example, admissions may be to re-
start or stabilise people on medication regimes, particularly with the introduction of
Community Treatment Orders (CTOs), which allow a person to be recalled to hospital if they
do not comply with medication in the community even in the absence of a relapse in mental
state. For this reason, some trials have defined relapse only in relation to a deterioration in
mental state, or a recurrence of psychotic symptoms. This can either be assessed by using
scores on symptom rating scales to define a significant deterioration over a defined period, or
systematically reviewing clinical notes for indications of re-emergence of psychotic

symptoms, and subsequent changes to clinical management such as increased keyworker

16



visits (e.g. Bebbington et al. (2006)). Readmission (for whatever reason) is then usually
reported as a separate outcome. Some trials have used a composite definition, such as
defining relapse in terms of admission to hospital, but only in the context of a worsening of
psychotic symptoms (Drury et al., 2000).

An early meta-analysis of 8 RCTs of CBTp concluded there was no evidence that CBTp
prevented relapse or readmission during treatment, but trials with longer follow-up periods
were lacking at the time (Pilling et al., 2002). A later review by Lynch and colleagues argued
that if only well-controlled trials were included in a meta-analysis, CBTp was not effective in
reducing symptoms or in preventing relapse (Lynch et al., 2010). Specifically, in relation to
relapse, this review included 8 RCTs with follow-up periods of 6 months to 3 years, and
reported a pooled odds ratio (OR) of 1.17 (95% CI 0.88-1.55, p=0.29). Finally, a Cochrane
review of CBTp compared to other psychological therapies also concluded that there was no
evidence that it reduced risk of relapse, or readmission (Jones et al., 2012). Only 5 RCTs
were found eligible for their review, and they included studies with follow-up periods of up
to 5 years. They reported a non-significant risk ratio (RR) of 0.91 (95% CI 0.63-1.32, n=183)
for relapse over the long-term, and 0.86 for re-admission over the long-term (95% ClI 0.62-
1.21, n=294). Comparable results were found for RRs over the short- and medium-term. It is
important to note at this point that the field of CBTp meta-analyses is not without its
controversies, mainly relating to how the inclusion/exclusion criteria for studies is set, and
how risk of bias is assessed and accounted for in the results (Thomas, 2015). However, the

overall picture relating to reducing risk of relapse/readmission is clear; CBTp is not effective.

Exploring one of the key studies in the area may be helpful at this stage in helping us to
understand why this might be, from an individual trial perspective. The Psychological
Prevention of Relapse in Psychosis trial (PRP) was the first large-scale (n=301) and robustly
designed RCT to explicitly focus on relapse as key outcome. The aim was to test the
effectiveness of CBT and FI in reducing relapse in people who had recently relapsed
(whether or not this had led to a hospital admission). This contrasted with many of the
previous trials which had focused mainly on people with chronic distressing psychotic
symptoms in the community. The trial had 2 pathways within the study, for service users
with and without carers (as people without carers could not be randomised to FI). CBTp in

the trial was delivered over the course of 9 months, and had a minimum of 12 and a
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maximum of 20 planned therapy sessions. The primary outcomes were relapse (rated using
case-note review), and hospital admission (collected through hospital notes). They found that
neither CBT nor FI reduced the risk of relapse or hospital admission at 12 or 24-month
follow-up (Garety et al., 2008). This was a somewhat unexpected finding, as one of the key
hopes for CBTp was that it might help keep people well for longer, or reduce the number of
relapses, as well as improving symptoms over the course of treatment. To explore this
finding further, the PRP team later published a subsequent sub-group analysis (Dunn et al.,
2012). They looked at 102 participants with sufficient therapy rating data, and divided them
into 3 groups. The ‘No Therapy’ group were defined as having received <5 sessions (n=21).
The “Partial Therapy’ group (n=39) were defined not by the number of sessions they
received, but rather by the content of the sessions. Partial therapy was defined as only
including the initial stages of a manualised CBTp approach (i.e. engagement and assessment).
The ‘Complete Therapy’ group (n=42) were defined as having also progressed to the later
stages of therapy, including specific work on relapse prevention, reinterpreting the meaning
of delusional beliefs and hallucinations and schema work. They found that the people who
had completed therapy showed statistically significant increases in the number of months in
remission, and also showed significant improvements in psychotic and affective symptoms.
By contrast, partial or no therapy was found not to be effective in reducing relapse or
improving symptoms. Furthermore, these sub-groups in the treatment arm were compared to
three comparable groups in the TAU group, controlling for key demographic and clinical
variables in the analysis of outcomes. Although this is an interesting finding, the sub-group
analysis was carried out post-hoc, and so should be interpreted with an appropriate degree of
caution. It also leads to further questions about why only 40% in this sub-group analysis
met the criteria for having completed therapy, even with CBTp delivered to a high standard

by highly trained therapists in the trial.

1.4 CBTp within inpatient settings also does not show any evidence of impact on risk of
relapse/readmission

Although the NICE guidelines state that CBTp may be started in hospital, and carried on
seamlessly post-discharge in the community, there are relatively few trials which evaluate
therapy started in the acute phase in hospital. It is also important to note that most services in
the NHS have a clear division between inpatient and community psychology provision,

although there are variations in service models across the country. The meta-analyses
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discussed above have included inpatient trials, including trials set in long-stay wards
(Valmaggia et al., 2005) and trials with a mixture of participants in inpatient and outpatient
settings (Haddock et al., 2009, Pinto et al., 1999). In addition to these, there are also some
RCTs conducted in the UK that have investigated delivering CBTp within an acute inpatient
setting, with a focus on working with people with psychotic symptoms in the acute phase
(Drury et al., 19964, b, Lewis et al., 2002, Startup et al., 2004). Although there were
reported benefits in the remission of psychotic symptoms, again there was no evidence that
CBTp in the acute phase provided benefits in reducing risk of relapse over the longer-term.

Drury and colleagues conducted a trial of cognitive therapy for acute psychosis in an inner
city psychiatric hospital in Birmingham. The strengths of this study are that it was set in a
typical acute ward, and it had a credible control arm (ATY;; recreational therapy) which was
matched for therapy hours with the active treatment arm (CT; cognitive therapy). New
admissions to the ward were screened within a week, and people with positive psychotic
symptoms (hallucinations and/or delusions) in the context of a psychosis diagnosis were
eligible to participate. Although 62 people in total were randomised into the trial, a third of
the sample were excluded after randomisation (10 in CT arm; 12 in ATY) for several reasons
including not admitting to symptoms, inadequate medication compliance and refusal to
engage in therapy. Only the remaining 40 participants (20 in each arm) were included in the
analysis, meaning that the analysis was effectively per protocol rather intention-to-treat
(ITT). The package of care in the CT arm was complex and intense. It included not only
individual CT sessions, but also group and family work. The aim was to provide an average
of 8 hours of total therapy time a week, for a maximum of 6 months. The authors do not
report the actual number of sessions participants completed, or the average therapy time
(although people who did not engage at all were excluded from the analysis as outlined
above). The aim of the study was to investigate the effectiveness of CT in hastening the
resolution of positive symptoms, and reducing residual symptoms. The results indicated a
relatively greater decline in positive psychotic symptoms in the CT compared to the control
group, with only 5% of people in the CT group showing moderate or severe symptoms at 9-
month follow-up, compared to 56% in the control group (Drury et al., 1996a). They also
found that there was a significant reduction in time to recovery at 6-month follow-up in the
CT group compared to the control group (Drury et al., 1996b). Although risk of

relapse/readmission was not a primary outcome measure for the trial, participants were
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followed up 5 years later to examine any longer-term impact of the intervention (Drury et al.,
2000). Readmission data were collected through hospital records and were available for
37/40 participants (18 in CT group; 19 in ATY group). In addition to looking at hospital
admissions, the research team also rated rates of relapse, which was defined as i) admission
to hospital or home treatment team, with an exacerbation of acute psychotic symptoms, or ii)
documentation of early relapse followed by an increase in medication and/or increased
keyworker visits. The results showed no significant difference between the CT and control
group in terms of relapse rate, positive symptoms or insight at 5-year follow-up. In fact, the
mean number of admissions was 1.2 in both the CT and control group, and the mean number
of relapses was also virtually identical between the groups (1.4 in CT group vs. 1.2 in ATY
group). In summary, the intensive CT intervention in this trial was found to be effective in its
primary aims of symptom reduction in the acute phase, but had no longer-term positive
impact on risk of relapse/readmission. However, the results should be interpreted with

caution due to the small sample size and lack of ITT analysis.

Drury’s study demonstrated the feasibility of running a CBTp trial in an acute inpatient
setting, despite some methodological limitations. A subsequent inpatient study by Haddock
and colleagues in Manchester extended this work by focusing only on people with a more
recent diagnosis of psychosis, who had been first treated for psychosis less than 5 years ago
(Haddock et al., 1999c) . Although in the Drury study, 2/3 participants were described as
experiencing their first or second episode of psychosis, the sample also included some people
with more chronic difficulties. It is of course possible that inpatient CBTp may have a more
positive impact in the early stages of psychosis, and would fit in with the general early
intervention model of trying to prevent longer-term disability and the development of
secondary difficulties over time. The Haddock trial was designed as a pilot study, so the
sample size was small. There were 10 people in the CBTp arm, and 12 people in the control
arm, which was supportive counselling (SC). The treatment protocol was simpler than the
Drury study, as it only included individual therapy sessions, and not additional group and
family sessions. They designated a therapy envelope of 5 weeks, to fit in with a typical
length of admission, with 4 booster sessions offered at monthly intervals post-discharge. The
mean average of sessions completed was 10 in the CBTp arm and 9 in the SC arm during the
inpatient phase. However, the authors noted there was considerable variability in the number

of therapy sessions people received, with a range of 3-18 sessions over the inpatient phase.
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Take-up of the post-discharge booster sessions was generally poor. People in the CBTp
group attended an average of 1.67 booster sessions, but only 2/10 attended all 4 sessions, and
3/10 did not attend any booster sessions at all. Similarly, in the SC group, the average
number of booster sessions attended was 0.91, no-one attended all 4 sessions, and 7/12 did
not attend any at all. The primary outcome for the trial was reduction of psychotic symptoms
at 4 months post-discharge. Data on the main outcome measure (Brief Psychiatric Rating
Scale; BPRS; Overall and Gorham (1962)) was only available for 8 people in the CBTp
group and 10 in the SC group, so group comparisons should be treated with caution due to the
small sample size. The results showed a significant reduction on the BPRS in both groups,
but no significant differences between groups. Although not a primary outcome, the
researchers also looked at relapse/readmission data at 2-year follow-up. Relapse was
defined as a change in clinical management resulting from an increase in psychotic
symptoms. They found that the mean number of relapses in the CBT group was lower than
the SC group (44% vs. 73% respectively), but that the time to 1% readmission was shorter in
the CBTp group (mean 316 days vs. 639 days in the SC group). These differences were not
found to be statistically significant, probably due to the small sample size.

Given that this pilot study indicated that a larger trial would be feasible, and the therapy was
acceptable to an inpatient population, the research team progressed onto a larger efficacy trial
(SoCRATES; Study of Cognitive Realignment Therapy in Early Schizophrenia, Lewis et al.
(2002)). There was a similar focus on an early intervention population, in that the trial
recruited people who were mostly in their first admission (83%), with the remainder only
having had 1 other previous admission (which had to be within the past 2 years). The study
again tested CBTp vs. SC as the active control arm, but also added in an additional treatment
as usual arm (TAU). The aim of the study focused on whether CBTp would speed up
remission of acute psychotic symptoms, with prevention of future relapse as a secondary aim.
This was a much larger multi-site trial, with 101 participants randomised into the CBTp arm,
106 in the SC arm, and 102 in the TAU arm. They used the same therapy envelope of 5
weeks as in the pilot trial, aiming to provide 15-20 hours of intervention within this time,
with booster sessions offered at 2, 4 and 8 weeks post-discharge. The findings showed that
the mean number of sessions attended were comparable in the CBTp (16.1) and SC groups
(15.7), although the CBTp group received significantly longer therapy time overall (8.6

hours) compared to the SC group (7.1 hours). Interestingly, the average number of therapy
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hours (as opposed to therapy sessions) was still only about 50% of the target number of hours
stated in the protocol. This may reflect the clinical setting, in that people in acute crisis may
only be able to engage with therapy sessions of shorter duration than the standard therapy
hour. This therefore calls into question how realistic it is to aim to deliver 15-20 therapy
hours within an acute inpatient setting. Acute phase outcomes showed a similar picture to the
pilot trial, in that people in all 3 groups showed significant improvement in psychotic
symptoms over the course of the trial, with a trend to faster improvement in the CBTp
compared to the TAU group, although this was not statistically significant (Lewis et al.,
2002). There was no evidence of faster improvement in the CBTp compared to the SC group.
At 18-month follow-up, they found that both the CBTp and SC groups scored lower on
symptom measures compared to TAU, but there was no group difference on relapse or re-
hospitalisation (Tarrier et al., 2004). Hospital admission data was available for 99% of the
original sample, and clinical notes for 95% of the sample. Relapse was defined as change in
clinical management in response to a worsening of psychotic symptoms lasting at least a
week. Inthe CBTp group, 33% had at least one re-admission, and 55% had at least one
relapse. The figures were similar in the SC group (29% readmission; 52% relapse) and the
TAU group (36% re-admission; 51% relapse). The higher rates of relapse compared to re-
admission in each group validates the approach of using both a case-note review as well as
looking at hospital admission alone, as clearly not all relapses in the community lead to an

admission.

The most recent large inpatient RCT was the North Wales trial of CBTp for acute psychosis
(Startup et al., 2004). The authors noted that the SOCRATES trial found less positive
outcomes for CBTp over the acute-phase compared to the Drury trial, which could probably
be explained by a larger sample size and the use of an ITT analysis in the SOCRATES trial.
However, Startup and colleagues also noted the intensity of the therapy intervention in
previous trials, and questioned the generalisability of such an approach in routine clinical
practice given that therapist time is a highly scarce resource. They therefore took a slightly
different approach to treatment delivery, and offered participants in the trial up to a maximum
of 25 weekly sessions, with participants being asked to commit to at least 12 sessions. In
contrast to the previous trials, they also explicitly stated that therapy could be continued
without interruption following discharge. They recruited people with acute psychotic

symptoms within the first 28 days of their admission, but did not limit the inclusion criteria to
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only people experiencing their first-or second episode of psychosis. In contrast to the Drury
and Lewis trials, they did not use an active control condition, just TAU. In total, 47 people
were randomised to CBTp and 43 to TAU. The primary outcomes were positive and negative
symptoms and social functioning, at 6 and 12-month follow-up. The mean average number of
therapy sessions of CBTp was 12.9, however, there was an interesting pattern of engagement
in therapy (for people who attended at least 1 session) which the authors described as
trimodal (like the findings of the PRP study; Garety et al, 2008). There was a bottom group
of participants who only had 2-3 sessions, a middle group who completed approximately the
minimum agreed of 12 sessions, and a top group who continued up to the maximum of 25
sessions. Treatment was prematurely terminated in 21/47 (45%) of the participants in the
CBTp arm for various reasons including not attending sessions, and discharging themselves
early from hospital. In summary, a minimum therapy dose was conservatively defined as
50% of the maximum allowed sessions, but only just over half of participants met this
threshold. Although therapy could be continued in the community after discharge without
interruption, the trial paper does not report how many sessions on average were completed
pre- or post-discharge for each participant, or the proportion of participants who carried on
with therapy after discharge. Therefore, it is not possible to know whether most therapy
sessions were in fact conducted in the inpatient or outpatient setting (or if it was fairly

balanced between settings).

At 12-month follow-up, a significantly larger proportion of people in the CBTp group
showed reliable and clinically important change as assessed by the Global Assessment of
Functioning Scale (GAF; American Psychiatric Association (1994)), and the CBTp group
showed greater improvement on psychotic symptom scales compared to the TAU group.
However, these findings should be interpreted with caution, as there was no active control
group for non-specific therapy factors such as therapist time and attention, and the follow-up
assessments were not blind rated. At 2-year follow-up, there was no significant difference in
the average number of admissions between the CBTp and TAU groups (0.4 vs. 0.7
respectively), proportion of people with at least 1 re-admission (0.61 vs. 0.7) or total number
of days in hospital (Startup et al., 2005). They did not rate relapse separately from hospital

admission.
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In summary, although these inpatient trials have some mixed findings, they tell a consistent
story in terms of the impact of CBTp delivered during the acute phase within an inpatient
setting. There is no evidence of benefit in terms of reducing the risk of relapse or
readmission, up to 5 years post-treatment. Startup and colleagues (2005) note: -

“The fact that 61% of the CBT group were readmitted to hospital at least once
(70% of the TAU group) shows that CBT was not effective in maintaining patients in the
community once treatment was terminated, despite the large improvement in symptoms and

social functioning that were obtained during treatment.” (p. 1314)

This echoes the comments of Garety and colleagues, who concluded from the results of the
PRP trial that they could not recommend CBTp for routine prevention of relapse, and “CBT
targeted at this acute population requires development™ (Garety et al, 2008, p. 412). What
might this development be? To re-cap, NICE guidelines recommend CBTp should consist of
at least 16 planned sessions, and the inpatient trials to date have tried implementing this
within various therapy envelopes, ranging from 5-25 weeks. However, given that the average
length of an acute inpatient admission in the UK is now 33 days (NHS Benchmarking
Network, 2017), what if a different kind of approach was needed; a brief, crisis-focused
intervention that was tailored to an inpatient setting, and specifically targeted the underlying
psychological processes that bring people into crisis, to reduce future risk of relapse.

1.5 Brief Acceptance and Commitment Therapy (ACT) for acute psychosis shown to
reduce risk of relapse in US pilot trials

In recent years there have also been promising findings in applying mindfulness-based
interventions to psychosis (see Chapter 3). These therapeutic approaches all share a common
goal in focussing on reducing distress and disability associated with psychotic symptoms.
However, mindfulness-based interventions differ from conventional cognitive therapies in
that they focus exclusively on changing people’s relationship to their thoughts and feelings,
and do not aim to modify content directly. This focus makes them ideally suited to brief
interventions, as they do not attempt any cognitive restructuring that typically requires a
longer period of engagement and building therapeutic rapport. Furthermore, patients in a
mental health crisis are experiencing high levels of suffering. The core principles of a
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.mindfulness-based approach (e.g. compassion, non-judgement, acceptance, here-and-now

focus) are particularly relevant in meeting this suffering during a crisis.

Mindfulness-based brief crisis-focused interventions are also ideally placed to reduce the risk
of future relapse and re-admission, as they can help a person understand how their
maladaptive coping strategies have brought them into crisis, and to develop skills in
alternative coping strategies. Two pilot RCTs (Bach and Hayes, 2002, Gaudiano and
Herbert, 2006) have been conducted in the USA evaluating a type of mindfulness-based
intervention known as Acceptance and Commitment Therapy (ACT). The core ACT
principle is that much maladaptive behaviour is the result of unsuccessful attempts to
suppress or avoid unwanted thoughts, feelings or bodily sensations (Hayes et al., 2011). This
is particularly relevant to understanding what brings people into crisis culminating in an
inpatient admission. For example, people may cope with unpleasant voices (auditory
hallucinations) by drinking alcohol or using illicit drugs to block them out. Someone
experiencing persecutory delusions may choose to avoid the anxiety they feel when they go
out in public by isolating themselves at home. These behaviours not only stop the person
from being able to function normally in their everyday life, they also increase the risk of
serious self-neglect and possible risk to self and others under the influence of drugs and
alcohol. Once people stop taking care of themselves, their compliance with their anti-
psychotic medication regime also tends to deteriorate along with everything else, leading to a

spiral of increased symptoms and a decreased capacity to cope effectively.

Bach & Hayes (2002) and Gaudiano & Herbert (2006) both conducted RCTs of ACT vs.
TAU for inpatients with distressing psychotic symptoms in the USA. The need for brief
interventions is even more urgent in the USA, where there is no national health service, and
acute inpatient admissions are generally only funded for up to 7 days. The aim of the ACT
intervention was to help people:-

a) to identify and abandon internally oriented control strategies

b) to accept the presence of difficult thoughts or feelings

c) to learn to ““just notice” the occurrence of these private experiences, without

struggling with them, arguing with them, or taking them to be literally true
d) to focus on overt behaviours that produce valued outcomes
- (Bach & Hayes, 2002, p. 1130)
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Bach & Hayes (2002) used a manualised 4-session treatment, with the last session
occasionally being delivered post-discharge in the case of early or unexpected discharge.
Gaudiano & Herbert (2006) used a slightly different approach, to take into account that
length of stay is often variable and unpredictable, by offering people between 1 and 5
sessions, all of which followed a single-session, self-contained format. The median number
of sessions people completed was 3. In contrast to the UK trials reviewed in the previous
section, these ACT trials were specifically targeted at reducing relapse/readmission rather

than symptom reduction over the acute phase.

Bach & Hayes (2002) randomised 40 people each to the ACT and TAU arms respectively.
The trial was open to all participants admitted with psychotic symptoms, and most
participants had previous admissions (80%), rather than being a predominantly early
intervention population. They reported that the re-hospitalisation rate at 4-month follow-up
for the ACT group was half that of the TAU group (20% vs. 40% respectively), a statistically
significant difference. This significant advantage for ACT over TAU in reducing readmission
rates was also maintained at 1 year follow-up (Bach et al., 2012). Gaudiano & Herbert
(2006) report the same trend of results (28% ACT vs. 45% TAU respectively), but this did
not reach statistical significance. This could partly be accounted for by a smaller sample size
in this later study (n=19 ACT; n=21 TAU), meaning it was likely to be underpowered. Bach
& Hayes additionally reported self-report psychotic symptom measures at baseline and 4-
month follow-up, and Gaudiano & Herbert reported the same measures at baseline and post-
treatment (discharge), but not at follow-up. They asked people to identify their most
distressing psychotic symptom (either voices or beliefs) and then to rate it on frequency,
distress and believability. Believability as a dimension is not common within CBTp trials,
and is sometimes confused with conviction, e.g. as measured in the PSYRATS (Psychotic
Symptom Rating Scales; (Haddock et al., 1999b). However, ACT researchers conceptualise
believability as a slightly different concept to conviction, more related to cognitive defusion,
i.e. how much people are ‘buying into’ their experiences, or to what degree they can step
back and view them as mental events. This idea of being able to step back from internal
experiences and ‘de-fuse’ is also covered in the curriculum of a standard mindfulness-based
cognitive therapy course (MBCT) in week 6, which refers to this theme as ‘Thoughts are not
Facts’ (Segal et al., 2013). The data from the two trials were later combined for the purposes

of a mediation analysis, and it was found that the reduction in readmission rate at 4-month
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follow-up was mediated by symptom “believability’, but not symptom-related distress (Bach
et al., 2013). This finding was in line with the underlying model of the intervention, in that
the key target is a person’s relationship with their experience, rather than the content or form
of the experience itself. Given that distressing psychotic symptoms are likely to reoccur
frequently for people who have required hospital admission in the past, perhaps the most
important thing is not to try to get rid of symptoms faster, but to change the behavioural
impact of such experiences when they arise in the future. Finally, brief, crisis-focused
interventions such as those trialled by Bach and colleagues may also be successful because
they specifically target the problematic behaviours which have brought people into crisis (e.g.
maladaptive attempts to block out distressing experiences) at a time when people are willing
to explore them. This window of opportunity may be lost as the crisis resolves, particularly
for people with a “sealing over” recovery style who prefer not to think about their psychotic

experiences after admission (Mcglashan et al., 1975).

A 50% reduction in readmission is an encouraging result in a field which so far has singularly
failed to demonstrate any positive impact of psychological therapies on reducing the risk of
relapse. These results have not yet been replicated in other countries though, or in a larger
multi-site trial in the US. Results such as these, which seem almost too good to be true, are
often treated cautiously and with an understandable degree of scepticism. Ost (2008)
published a systematic review and meta-analysis of so-called ‘third-wave’ behavioural
therapies, an umbrella terms for therapy approaches including acceptance and commitment
therapy (ACT). The findings were rather critical of the methodological quality of studies in
the review in general. In fact, Ost concludes by stating that “none of the third wave therapies
fulfilled the criteria for empirically supported treatments” (p. 296). A subsequent update of
the review reached similar conclusions (Ost, 2014). He singles out the Bach/Gaudiano
inpatient trials as being examples of trials with limited generalisability as all therapy was
delivered by a single therapist, and there was a limited description of the ‘enhanced” TAU
condition used as the comparator. However, prominent researchers in the ACT field later
published a robust response to the review, which was critical of its methods (Atkins et al.,
2017). Almost 10 years on from the first Ost review the controversy continues. Are these
unreliable findings arising from studies with significant methodological limitations; or
whether in fact, these are credible brief therapies for inpatient settings, warranting further
investigation within a UK NHS setting.
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1.6 Summary

Current clinical guidelines in the UK recommend CBTp, but there is little evidence on which
to recommend treatment within inpatient settings. Inpatient trials have suggested that few
people complete a full course of CBTp even when it is offered, and the intensity and cost of
such an approach is unlikely to be generalisable to routine clinical practice. Furthermore,
although CBTp provided during an inpatient admission may be helpful for speeding up
symptom remission, there is no evidence it reduces the risk of relapse of readmission, either
in the short or longer-term. Briefer interventions, which are designed to be crisis-focused,
rather than condensed versions of a full CBTp intervention, may be more feasible and
effective at reducing relapse. Two pilot trials from the USA have tested out brief,
mindfulness-based interventions which reduced re-admission rates by 50% at 4-month
follow-up. Such approaches have not yet been tested in the UK. The next chapter will put
these findings into a broader context by way of a systematic scoping review of psychological
therapies for psychosis delivered within acute inpatient settings, both in the UK and
internationally. This review includes all study designs, and all therapy models, to give a

better overall picture of the state of the evidence base for inpatient therapies for psychosis.

28



Chapter 2: A Systematic Review of Psychological Therapies for Psychosis within Acute

Psychiatric Inpatient Settings

2.1 Overview

The provision of psychological therapies on acute wards is recommended by good practice
guidelines, and welcomed by service users. However, provision varies widely both
nationally and internationally. This chapter describes a systematic review which was
designed to scope out the current evidence base for psychological therapies for psychosis
delivered within acute inpatient settings. All study designs, and therapy models, were
eligible for inclusion in the review. A total of 65 studies were included in the final review.
The search strategy and review protocol is described. The results are reported according to
the 5 main review questions, which were set in advance. The findings are discussed with
regards to implication for clinical practice, challenges in conducting research within inpatient

settings, and suggestions for future research.
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2.2 Introduction

As discussed in Chapter 1, the Schizophrenia Commission Report highlighted concerns that
people often did not have access to talking therapies during acute inpatient admissions.
These concerns are mirrored in a report by the Care Quality Commission (CQC) which found
that less than a third of respondents reported having access to any kind of talking therapy
during inpatient admissions, and the majority of people who wanted to access a talking
therapy during an admission were unable to (CQC, 2009). First-person accounts of inpatient
care frequently highlight boredom on wards, and the detrimental impact of not having access

to therapies e.g. (Antoniou, 2007).

Good practice guidelines for inpatient wards all make reference to the importance of the
provision of regular activities and therapies. This includes the Royal College of Psychiatry’s
Accreditation for Inpatient Mental Health Services framework (AIMS-AT; RCPsych (2014))
and the service-user led initiative StarWards (www.starwards.org.uk). The AIMS-AT
standards for example recommend “all patients are offered specific psychosocial
interventions appropriate to their presenting needs and in accordance with national clinical
guidelines (e.g. NICE and SIGN)*" (section 53.6) and that “at least one staff member based on
the ward/unit is trained and supervised to deliver one basic, low intensity evidence-based
psychological intervention (U53.7) AND/OR one problem-specific, high intensity evidence-

based psychological interventions (U53.8)”.

However, if we examine further this suggestion that ward staff should be delivering
“evidence-based interventions”, a key question arises; to what evidence base should we refer?
The NICE guidelines for psychosis recommend CBT for psychosis (CBTp) and Family
Interventions (FI) (NICE, 2014). However, these recommendations are largely based on
trials conducted in community settings. Furthermore, when CBTp has been evaluated within
inpatient settings, the large number of sessions, and the intensity of delivery required, does
not fit well with the constraints of an admission which may only last up to 30 days, and the
limited number of staff available to provide such therapies within routine acute care. There
are other key differences between the delivery of psychological therapies within inpatient and
community settings. For example, CBTp may be more likely to be delivered as a group,

rather than an individual intervention, within inpatient settings. However, a recent systematic
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review of group therapy for psychosis in acute care highlighted the small number of studies
published overall in this area, and in particular the paucity of randomised controlled trials in
the literature (Owen et al., 2015b).

At the time of writing the review protocol, there were no existing systematic reviews or meta-
analyses focusing solely on psychological interventions for psychosis within inpatient
settings. There were also no protocols of reviews underway according to the PROSPERO
database, the international prospective register of systematic reviews
(https://www.crd.york.ac.uk/PROSPEROY/). Given the lack of existing reviews in the area,
the aim of this review was intended mainly as a ‘scoping’ review. This kind of review is
used to find out what the potential size and scope is of the available research literature, and
may include ongoing or planned research (Grant and Booth, 2009). Scoping reviews are
particularly relevant to areas of healthcare where it is not clear whether the evidence exists to
answer a more precise question, such as the effectiveness of a particular therapy for a
particular population. Scoping reviews are therefore “useful for examining emerging
evidence when it is still unclear what other, more specific questions can be posed and

valuably addressed” - pg. 6, Joanna Briggs Institute Reviewer’s Manual (2015).

The aim of this review was therefore to explore and map out the evidence base for
psychological therapies for psychosis within acute inpatient settings. Five review questions

were set in advance: -

1) What is the current state of the evidence base for psychological therapies for
psychosis within acute psychiatric inpatient settings? (Primary)

2) What study designs are used to evaluate psychological therapies for psychosis within
acute inpatient settings?

3) How are psychological therapies for psychosis within acute psychiatric inpatient
settings evaluated, and what are considered to be the key outcome measures?

4) What health care professionals are involved in delivering psychological therapies for
psychosis, and in which roles (e.g. sole therapist, group co-facilitator, clinical
supervisor)?

5) How are psychological therapies for psychosis adapted for use within acute
psychiatric inpatient settings?
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2.3 Method

2.3.1 Search Strategy

A review protocol was written and registered in the public domain before searching and data
extraction began (PROSPERO Registration: CRD 42015025623). The review team was as

follows:-

Dr. Pamela Jacobsen, IOPPN, King’s College London (Primary reviewer)
Dr. Kathleen Hodkinson, Webster University, Vienna (Secondary reviewer)
Professor Paul Chadwick, 1o0PPN, King’s College London

Dr. Emmanuelle Peters, 10PPN, King’s College London

We included only studies published in English, with no date restrictions on searches.
Searches were initially run in September 2015, and updated in December 2016. We planned
to include a wide range of different study types to address the main review question as to the
current state of the evidence base. We anticipated that there would be relatively few eligible
randomised controlled trials (RCTs), and the majority of studies would be small-scale,

uncontrolled, non-randomised studies. Eligible studies therefore included:-

Randomised Controlled Trials (RCT)

Non-RCT study designs (e.g. uncontrolled studies, observational studies)
Case studies

Study protocols for future studies

Reviews/meta-analyses

Quialitative studies

Book chapters

Dissertations/theses

Conference abstracts

Electronic databases PubMed and PsychINFO were used to search for peer-reviewed journal
articles, and EThOS and ProQuest for theses or dissertations. Clinical Psychology Forum
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(professional body publication of the British Psychological Society) was hand-searched. The
Conference Proceedings Citation Index - Science (CPCI-S) was searched for conference
abstracts. Trials were searched for on 3 different trial registries (ISRCTN registry;
clinicaltrials.gov; Cochrane Central Register of Controlled Trials). Existing reviews in the
area were searched for in the Cochrane Library. Finally, the Trip database
(www.tripdatabase.com) and Open Gray database (www.opengray.eu) were searched for grey
literature. We also checked the reference lists of eligible studies for further possible studies
which had not already been identified. We contacted experts in the field to ask for
information on any other potentially eligible studies. This was done by contacting the

corresponding author on all relevant papers from the past 10 years.

Eligible studies were identified by the primary (PJ) and secondary (KH) reviewer. In the 1st
stage, PJ independently screened all titles and abstracts identified from searches to determine
which met the inclusion criteria. In the 2nd stage, PJ and KH both independently screened
full text articles for inclusion or exclusion, with discrepancies resolved by discussion. For
included studies, we linked multiple reports from the same study, so that each study (rather
than each report) was the unit of interest in the review. The search strategy and search terms

for each resource is outlined in Table 1.

2.3.2 Condition or domain being studied

Psychological therapies for psychotic symptoms within acute psychiatric inpatient care.

2.3.3 Definition of acute care

The recent Commission on Acute Adult Psychiatric Care provides a helpful definition of
acute care (CAAPC, 2015):- ‘Acute psychiatric inpatient services provide treatment and care
in a safe and therapeutic setting for patients in the most acute and vulnerable stage of mental
illness, and whose circumstances or acute care needs are such that they cannot, at that time,
be treated and supported appropriately at home or in an alternative, less restrictive setting.'
In line with this definition, we defined acute psychiatric care as including triage/acute
assessment wards, general acute wards and psychiatric intensive care units (PICU). Non-

acute inpatient care settings were excluded (e.g. rehabilitation wards, specialist units,
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residential therapy units). Non-inpatient acute services were also excluded (e.g. day
hospitals, crisis/home treatment teams). There were some challenges in defining acute care
for the purposes of this review, as care settings vary from country to country, an