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Abstract

Coercion in mental health: a trial of the effectiveness of
community treatment orders and an investigation of
informal coercion in community mental health care

Tom Burns,* Jorun Rugkasa, -2 Ksenija Yeeles' and Jocelyn Catty’
on behalf of the Oxford Mental Health Coercion (OCTET)
Programme Group

Department of Psychiatry, University of Oxford, Oxford, UK
2Health Services Research Unit, Akershus University Hospital, Lerenskog, Norway

*Corresponding author tom.burns@psych.ox.ac.uk

Background: Coercion comprises formal coercion or compulsion [treatment under a section of the Mental
Health Act (MHA)] and informal coercion (a range of treatment pressures, including leverage). Community
compulsion was introduced in England and Wales as community treatment orders (CTOs) in 2008, despite
equivocal evidence of effectiveness. Little is known about the nature and operation of informal coercion.

Design: The programme comprised three studies, with associated substudies: Oxford Community
Treatment Order Evaluation Trial (OCTET) — a study of CTOs comprising a randomised controlled trial
comparing treatment on CTO to voluntary treatment via Section 17 Leave (leave of absence during
treatment under section of the MHA), with 12-month follow-up, an economic evaluation, a qualitative
study, an ethical analysis, the development of a new measure of capabilities and a detailed legal analysis of
the trial design; OCTET Follow-up Study — a follow-up at 36 months; and Use of Leverage Tools to Improve
Adherence in community Mental Health care (ULTIMA) — a study of informal coercion comprising a
quantitative cross-sectional study of leverage, a qualitative study of patient and professional perceptions,
and an ethical analysis.

Participants: Participants in the OCTET Study were 336 patients with psychosis diagnoses, currently
admitted involuntarily and considered for ongoing community treatment under supervision. Participants in
the ULTIMA Study were 417 patients from Assertive Outreach Teams, Community Mental Health Teams
and substance misuse services.

Outcomes: The OCTET Trial primary outcome was psychiatric readmission. Other outcomes included
measures of hospitalisation, a range of clinical and social measures, and a newly developed measure
of capabilities — the Oxford Capabilities Questionnaire — Mental Health. For the follow-up study, the
primary outcome was the level of disengagement during the 36 months.

Results: Community treatment order use did not reduce the rate of readmission [(59 (36%) of 166 patients
in the CTO group vs. 60 (36%) of 167 patients in the non-CTO group; adjusted relative risk 1.0 (95% ClI
0.75 to 1.33)] or any other outcome. There were no differences for any subgroups. There was no evidence
that it might be cost-effective. Qualitative work suggested that CTOs’ (perceived) focus on medication
adherence may influence how they are experienced. No general ethical justification was found for the use of
a CTO regime. At 36-month follow-up, only 19 patients (6% of 329 patients) were no longer in regular
contact with services. Longer duration of compulsion was associated with longer time to disengagement

(p =0.023) and fewer periods of discontinuity (p < 0.001). There was no difference in readmission outcomes
over 36 months. Patients with longer CTO duration spent fewer nights in hospital. One-third (35%) of the
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ABSTRACT

ULTIMA sample reported lifetime experiences of leverage, lower than in the USA (51%), but patterns of
leverage experience were similar. Reporting leverage made little difference to patients’ perceived coercion.
Patients’ experiences of pressure were wide-ranging and pervasive, and perceived to come from family,
friends and themselves, as well as professionals. Professionals were committed to patient-centred
approaches, but felt obliged to assert authority when patients relapsed. We propose a five-step framework
for determining the ethical status of offers by mental health professionals and give detailed guidance for
professionals about how to exercise leverage.

Conclusions: Community Treatment Orders do not deliver clinical or social functioning benefits for
patients. In the absence of further trials, moves should be made to restrict or stop their use. Informal
coercion is widespread and takes different forms.

Trial registration: Current Controlled Trials ISRCTN73110773.

Funding: The National Institute for Health Research Programme Grants for Applied Research programme.
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Plain English summary

Coercion outside hospital reflects concern over difficulties in helping individuals with severe mental
illness to stay well in community care: ensuring that they take their medication and keep in touch with
services. In mental health care, formal coercion (compulsion) means compulsory treatment. Community
treatment orders (CTOs), introduced in 2008, permit mental health teams to treat patients involuntarily at
home but recall them if necessary. Informal coercion refers to pressures exerted by professionals to induce
the patient to stick to treatment. They include leverage, where aspects of care (e.g. access to restricted
accommodation) are made dependent on patients agreeing to continued treatment.

The Oxford Community Treatment Order Evaluation Trial (OCTET) examined effects of CTOs on 336 patients
with psychosis diagnoses discharged from compulsory inpatient care. We conducted a randomised controlled
trial (RCT) where half were discharged on a CTO and half to voluntary care. We tested whether or not CTOs
reduced the rate of further psychotic episodes (measured by readmission) over 12 months. CTOs neither
reduce the number of relapses nor demonstrate improvements in well-being or reductions in costs. Patients,
family carers and psychiatrists reported mixed experiences. Our results mirror those in two published RCTs
and we concluded that there is no clinical or ethical justification for CTO use.

The OCTET Follow-up Study followed up the same patients for another 24 months. There was still no
evidence for CTOs being beneficial. We tested whether or not CTO use leads to improved follow-up or
disengagement from mental health services and found no differences.

The Use of Leverage Tools to Improve Adherence in community Mental Health care (ULTIMA) Study
investigated lifetime informal coercion, measured primarily by the reported rates of leverage. We asked
four distinct clinical groups, totalling 417 people in voluntary community care with mental health and
substance misuse services. One-third reported that they had been ‘leveraged’, with housing support being
the most common inducement. This mirrors US patterns but with lower rates. Patients and professionals
expressed positive and negative views about leverage, and we also identified a wider range of pressures
than those previously described. We produced some ethical guidance for the use of informal coercion.
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Scientific summary

he Oxford Community Treatment Order Evaluation Trial (OCTET) Coercion Programme focused on
formal coercion (compulsion), authorised by mental health legislation, and informal coercion, treatment
pressures used by mental health professionals (including leverage or use of a treatment lever).

OCTET study

Background

Compulsory supervision outside hospital has been developed internationally for the treatment of mentally
ill people following widespread deinstitutionalisation. Its efficacy has not been proven. Community
treatment orders (CTOs) were introduced in England and Wales in 2008. Evidence for their effectiveness
was equivocal, with much of it based on non-randomised studies. Two prior randomised controlled

trials (RCTs) found that it did not reduce hospital readmission. Little is known about patients’ or family
carers’ perspectives.

Overall design
The OCTET study comprised:

an RCT (OCTET Trial)
an economic evaluation
a qualitative study

an ethical analysis.

We developed and tested a new quality-of-life measure based on the capabilities approach. We conducted
a consultation exercise with key groups before finalising our trial design, which led to a detailed analysis
of its lawfulness.

OCTET Trial

Objective

The primary objective was to test the hypothesis that patients with psychosis and a history of compulsory
admissions in the CTO arm of the trial would experience a reduction in relapses and thus readmissions to
hospital compared with those in the non-CTO arm. Secondary and tertiary objectives were to investigate
whether or not they would experience a greater delay to readmission, shorter admissions or improvements
in clinical and social outcomes.

Design
The OCTET Trial was a single-outcome, parallel-arm, non-blinded randomised trial.

Participants
Participants were patients (aged 18-65 years) with psychosis diagnoses, currently admitted involuntarily
and considered for ongoing community treatment under supervision.

Interventions

Our aim was to compare CTO use to voluntary outpatient treatment. This was modified on the basis of the
legal analysis. We randomised patients to leave hospital either on a CTO or via Section 17 Leave. There
was an understanding that Section 17 Leave was to be restricted to a short period of days, or at most
weeks, before discharge to voluntary care.
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SCIENTIFIC SUMMARY

Main outcome measures
The trial primary outcome was psychiatric readmission. Secondary and tertiary outcomes included
hospitalisation and a range of clinical and social measures.

Procedure
Patients were assessed at baseline, and 6 and 12 months. The primary outcome was analysed with a
log-binomial regression model adjusted for the stratification factors. All analyses were intention to treat.

Results

Of the 442 patients assessed, 336 patients were randomly assigned to be discharged from hospital either
on CTO (n =167) or via Section 17 Leave (n = 169). One patient withdrew directly after randomisation
and two patients were ineligible. Full primary and secondary outcome data were obtained for the
remaining 333 patients (166 CTO and 167 non-CTO).

At 12 months, despite the fact that the length of initial compulsory outpatient treatment differed
significantly between the two groups (median 183 days CTO group vs. 8 days non-CTO group; p < 0.001),
the number of readmissions did not {59/166 (36%) of patients in the CTO group vs. 60/167 (36%) of
patients in the non-CTO group; adjusted relative risk 1.0 [95% confidence interval (Cl) 0.75 to 1.33]}.
There was no significant difference between the two groups in any secondary or tertiary outcome.

The two statistically significant interactions in the subgroup analysis demonstrated no pattern.

Conclusions
Community treatment orders do not confer early patient benefits despite substantial curtailment of
individual freedoms.

Economic evaluation

Methods

We conducted a detailed cost analysis of health, social care and broader societal costs, and an incremental
cost-effectiveness analysis comparing the CTO and non-CTO groups over the 12 months. This was based
on 328 patients (excluding five patients who died during 12-month follow-up). We collected data on all
hospital and community health and social services, psychotropic medication, productivity losses, informal
care, manager hearings and tribunals.

Results

There was no significant difference in the change in quality-adjusted life-years gained during 12-month
follow-up between the CTO and non-CTO groups, nor was there an indication of benefit for CTO in terms of
patients’ capabilities either in the complete case analysis [n =67, mean Oxford Capabilities Questionnaire —
Mental Health (OxCAP-MH) index difference: 0.818, 95% Cl -2.04 to 3.68; p = 0.58] or the full imputed
data set (n = 328, mean OxCAP-MH index difference: 0.527, 95% Cl-0.62 to 1.68; p =0.37).

Conclusions

Community treatment order use did not reduce hospitalisation costs and there was no evidence that it
might be cost-effective. It had no significant impact on patients’ health-related quality of life or capabilities.
CTOs also significantly increased informal care and legal procedures costs. CTOs are unlikely to be
cost-effective from a health and social care or a broader societal perspective.

OCTET Qualitative Study
Methods

We conducted in-depth interviews with subsamples of patients, family carers and mental health
professionals.
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Results

Our results focus on in-depth interviews about CTO experiences with 26 patients, 24 family carers and
25 psychiatrists. The primary analysis presented focused on experiences of CTOs, in particular CTO
conditions and recall. This showed divergent views about recall, conditions and perceived effectiveness.
The importance of legal clout emerged from the data.

Conclusions

Community treatment order implementation may be influenced by interactions between patients, psychiatrists
and family carers, their interpretation of the legislation and how they act on these interpretations. There was
no universal view on CTOs within or between the three groups, but considerable uncertainty about the
regime, such as when recall is permitted. CTOs' (perceived) focus on medication adherence may influence
how they are experienced.

OCTET Ethical Analysis

Methods

An empirical ethical analysis aimed to determine how key ethical considerations should underpin practical
judgements about any ethical justification for the use of CTOs. We used data from the trial and conducted
a focused thematic reanalysis of the qualitative data to highlight ethical dimensions.

Results
Analysis of the data revealed complex ways in which the ethical considerations of patient benefit,
autonomy and liberty are perceived to play out in the context of individual patient care.

Conclusions

No general ethical justification was found for the introduction or use of a CTO regime. In some limited
situations, the promotion of patient autonomy could justify using a CTO, but this should not be done
when the patient’s autonomy could be promoted by another means.

OCTET Capabilities Project

We developed a new measure of quality of life for people with severe mental iliness, based on the
capabilities approach: OxCAP-MH. This provides a complementary outcome measure to health-related
quality of life and social functioning.

OCTET Legal Analysis

We conducted an investigation into whether or not an RCT could be designed that would permit
researchers to collect lawfully the treatment outcomes required to evaluate rigorously involuntary outpatient
care. This concluded that patients could simultaneously meet the legal requirements for discharge to both a
CTO and Section 17 Leave and neither a CTO nor Section 17 Leave could be clearly demonstrated to be the
least restrictive option. The OCTET Trial was thus designed lawfully to compare the treatment outcomes of
CTOs against treatment initially on Section 17 Leave.

OCTET Follow-up Study

Background
Serious concerns have been raised that CTO use might lead to disengagement from services.
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Objectives
Our objectives were to investigate:

® the association between compulsion and levels of disengagement
the effect of trial randomisation arm on levels of disengagement and readmission rates
the association between CTO use and readmission to hospital for patients who experienced time on
a CTo

e the differential impact of baseline characteristics on the effect of duration of compulsion on
discontinuity of care.

The primary objective was to test the hypothesis that a longer time under compulsion would increase
disengagement from mental health services or discontinuity of contact. These were defined as:

® disengagement: no service contact for a period of at least 3 months (90 days) immediately preceding
final follow-up
® discontinuity: any 2-month period (60 days) of no service contact.

Design
The OCTET Follow-up Study followed up the OCTET Trial cohort (n = 333) at 36 months after
randomisation, collecting data from medical records.

Participants
Participants were the 333 patients participating in the OCTET Trial.

Outcomes
The primary outcome was the level of disengagement during the 36-month follow-up period. Two
variables were used to measure this:

1. time to disengagement
2. discontinuity of treatment over time (number of time periods of > 60 days in community care without
a contact with services).

Secondary and tertiary outcomes comprised a range of hospitalisation outcomes.

Procedure
We collected all data from medical records.

Results

Rates of consistent clinical follow-up were much greater than expected (94% at 36 months). Just over
half of the sample (n =187, 57%) had no discontinuity in their care. There was no significant difference
between the CTO and non-CTO groups in this respect [hazard ratio (HR): 1.72, 95% Cl 0.68 to 1.39;

p = 0.253]. There was no difference in any readmission outcomes over the 36 months. Longer duration
of compulsion was associated with longer time to disengagement (HR: 0.946, 95% Cl 0.90 to 0.99;

p =0.023) and fewer periods of discontinuity [incidence—density ratio (IDR): 0.96, 95% Cl 0.95 to 0.98;
p < 0.001). There was a significant association (p = 0.019) between the duration of psychiatric hospital
readmission and the duration of community compulsion.

Conclusions

There was no evidence that increased coercion led to disengagement from services. There was no
convincing evidence for improved hospitalisation outcomes from CTOs at 36 months.
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ULTIMA Study

Background

The shift towards providing mental health services in community rather than in hospital presents a range
of challenges. Mental health professionals working in community settings face a particular difficulty when
patients for whom they hold responsibility do not wish to receive their services. There is a pressing need to
understand the extent and nature of informal coercion and leverage. Data from the USA suggested that
half of mental health patients may experience leverage, when this was defined as relating to housing,
finance, the avoidance of criminal sanction and outpatient commitment.

Design
The study comprised:

® 3 guantitative cross-sectional study of leverage in England, comparison with a previous US study and an
exploration of perceived coercion

® a3 gualitative study of patient and professional perceptions of informal coercion

® an ethical analysis.

ULTIMA Quantitative Study

Participants
Participants comprised patients from Assertive Outreach Teams, from Community Mental Health Teams
(with and without psychosis diagnoses) and from substance misuse services.

Procedure

We interviewed patients using a series of well-established questionnaires and instruments covering
demographics, psychiatric and legal history, clinical and social characteristics, medication, experiences of
services, experiences of leverage (related to housing, finance, avoidance of criminal sanction and child
access), perceived coercion and service usage. We compared the four subgroups to each other and also
compared the total sample to the US sample. We explored associations between sample characteristics
and experience of the four types of leverage, any leverage and more than one leverage. We also examined
a range of variables assessing perceived coercion and patients’ views of the fairness and effectiveness of
treatment pressure.

Results

The Quantitative Study sample comprised 417 patients. One-third (35%) of the sample reported lifetime
experiences of leverage. This was lower than in the USA (51%), but patterns of leverage experience were
similar. Housing leverage was the most frequently reported type. Rates of most leverages in the substance
misuse sample (63% reporting any leverage) were higher than those in the USA and our other subgroups.
Patients were more likely to report leverage if they had experienced repeated hospitalisations, had a
substance misuse diagnosis and were more insightful. They were more likely to report multiple types of
leverage if they had a substance misuse diagnosis, did not live independently and had a history of
imprisonment. Patients in the mental iliness groups alone were more likely to report leverage if they had
children aged < 18 years, had a diagnosis of schizophrenia and did not live independently. They were
more likely to report multiple types of leverage if they had children aged < 18 years. Reporting leverage
made little difference to patients’ assessments of the coerciveness of their care and its fairness

and effectiveness.

Conclusions
Leverage is widespread in English mental health care.
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ULTIMA Qualitative Study

Methods

We conducted in-depth interviews with a subsample of patients from the Use of Leverage Tools to
Improve Adherence in community Mental Health care (ULTIMA) Quantitative Study and focus groups with
a sample of mental health professionals. These focused on how informal coercion and leverage are
perceived and experienced, how and when they are used, and how they are perceived to take effect and
ethical issues.

Results

The Qualitative Study sample comprised 39 patients and 48 mental health professionals. Our analysis
draws on interviews with 29 patients with mental illness diagnoses and six focus groups with the

48 professionals. We identified clear differences between leveraged and non-leveraged pressures, which
enabled us to identify a patient-derived concept of leverage, based on the presence of conditionality,

a lever and the perceived power of the agent to bring about the stated consequences. We also found
additional types of pressure to those measured in the Quantitative Study.

Conclusions

Patients’ experiences of pressure were wide-ranging and pervasive, perceived to come from family, friends
and themselves as well as professionals. Professionals were committed to patient-centred approaches, but
felt obliged to assert their authority when patients deteriorated.

ULTIMA Ethical Analysis

We conducted a detailed conceptual and ethical analysis of threats and offers made to patients by
professionals for the purpose of improving adherence to treatment in the context of community mental
health care, and produced a framework for judging the ethical status of an offer. We also conducted an
examination of whether or not professionals act ethically when they use leverage in a variety of ways using
interview and focus group transcripts from the Qualitative Study.

On the basis of our Ethical Analysis, we propose a five-step framework for determining the ethical status
of offers by mental health professionals, designed to be a practical tool for decision-making, and give
detailed guidance for professionals about how to exercise leverage, based on four duties: the duty to

(1) benefit the individual patient; (2) benefit other individuals (particularly carers, dependents and the wider
public); (3) treat patients fairly; and (4) respect patients’ autonomy.

Overall conclusion

e Community treatment orders do not deliver clinical or social functioning benefits for patients, and the
evidence is now sufficiently strong that, in the absence of further trials, moves should be made to
restrict or stop their use.

® Informal coercion is widespread and takes different forms.

Funding details and data

All three studies were part of the UK Clinical Research Network Study Portfolio and were funded by a

Programme Grant for Applied Research from the National Institute for Health Research (RP-PG-0606—1006).
Data are available from the UK Data Service ReShare (www.ukdataservice.ac.uk).
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Trial registration

This trial is registered as ISRCTN73110773.

Funding

Funding for this study was provided by the Programme Grants for Applied Research programme of the
National Institute for Health Research.
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Part 1 Introduction to the programme
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Chapter 1 Overview

he Oxford Mental Health Coercion Programme focused on two key areas: formal and informal

coercion. Formal coercion, hereafter referred to as compulsion, is authorised in mental health
legislation. Within community mental health care, this takes the form of outpatient compulsion:
community treatment orders (CTOs) in England and Wales. Informal coercion comprises a range of
treatment pressures that mental health professionals may use with patients, including but not limited
to leverage, defined as the use of an explicit and specific treatment fever.

The Oxford Mental Health Coercion Programme, which took place from 2007 to 2014, comprised three
studies: the Oxford Community Treatment Order Evaluation Trial (OCTET) and the OCTET Follow-up Study,
evaluating and exploring compulsion in the form of CTOs, and the Use of Leverage Tools to Improve
Adherence in community Mental Health care (ULTIMA) Study, evaluating and exploring informal coercion,
including leverage.

The OCTET Study was built around the OCTET Trial, a randomised controlled trial (RCT) of the effectiveness
of CTOs, but also encompassed a number of substudies, including an economic evaluation; a qualitative
study of patients’, family carers’ and professionals’ perspectives; a substudy developing and testing a
measure of capabilities; an ethical analysis of the implications of CTOs; and an analysis of the lawfulness

of an RCT of CTOs leading to the development of the OCTET Trial design. The OCTET Follow-up Study
determined long-term outcomes of CTO use, focused on disengagement and continuity of care, through a
follow-up study of the cohort from the OCTET Trial at 36 months after randomisation. The ULTIMA Study
assessed patients’ experiences and perceptions of informal coercion in community mental health care in a
cross-sectional quantitative study, and investigated patients’ and mental health professionals’ views in a
qualitative study.

Although the literature uses a range of terminology (see Part 2, Chapter 5 and Part 4, Chapter 17), we use
the terms described above throughout this report. Thus we use the term compulsion to indicate formal or
statutory coercion through mental health legislation; our focus is on compulsion within community mental
health care, but other types of compulsion are discussed when this is relevant to understand CTO legislation
or the procedures of our trial. We use informal coercion to cover the range of treatment pressures mental
health professionals may exert over patients, and reserve leverage for those in which a particular explicit
treatment fever is utilised. We use the term perceived coercion to indicate patients’ assessments of coercion
in their care (Figure 1). For clarity, the term discharge is used to indicate discharge from inpatient care rather
than from an involuntary to a voluntary legal status; for the latter, we use discharge from section (referring
to a section of the mental health legislation).

Each study reported here — the OCTET Study, the OCTET Follow-up Study and the ULTIMA Study — appears
in a separate section of the report (see Parts 2—4, respectively). Each has its own introduction, including the
background to the study, and its own discussion section. Individual chapters within these three parts then
report the main study and the related substudies, such as the OCTET Trial within the OCTET Study.

Informal coercion

Leverage:
use of a

treatment
lever

Formal coercion = compulsion

Treatment
pressures

FIGURE 1 Coercion in community mental health care.
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OVERVIEW

The OCTET Study, and in particular the OCTET Trial, was a tremendous undertaking in its scope and
complexity, as well as in its international importance. We describe the development of the OCTET Trial
design, including extensive consultation with stakeholders and legal experts, in an introductory section to
the OCTET Study (see Part 2, Chapter 6, Introduction), along with the complicated logistics involved in the
trial’s execution.

The OCTET Trial had a tremendous impact when its findings were first published, and international interest
in it has been extensive. We have given 109 presentations on the whole programme to date, of which 67
were on the findings of the OCTET Trial, across 22 countries. The OCTET Trial also generated considerable
controversy. We describe these aspects in the final section of the report (see Part 5) and here we also
detail the dissemination of the studies in the Oxford Mental Health Coercion Programme (henceforth
referred to as the OCTET Coercion Programme). We also describe the range of additional research
generated through the programme’s capacity building. This is also where we discuss the findings of the
entire programme and give recommendations for future research.

In the remainder of Part 7, we describe the rationale for the OCTET Coercion Programme, its objectives
and how the three studies met these objectives, and its overall governance structures.
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Chapter 2 Rationale

We designed the OCTET Coercion Programme to fill significant gaps in the evidence base concerning
compulsion and informal coercion by conducting a series of high-quality linked studies. Our aim
was to improve understanding of the care of severely unwell patients experiencing multiple admissions,
particularly patients with psychosis, and to guide the targeting of the new powers conferred by CTO
legislation. We also designed the programme to form the basis of effective evidence-based practice
guidance for both this group and a wider group of patients whose treatment is not subject to compulsion
but who, nevertheless, experience high degrees of dependency on mental health services. It was designed
to address public, professional and policy concerns,’? with the aim of facilitating a more balanced, less
stigmatising, public engagement with the issues.

The management of people with severe mental illness in the community (and, in particular, failures to
achieve it) has been the yardstick used by the public to judge mental health services. There is a pressing
need to understand better and improve how professionals succeed in maintaining contact and support
treatment adherence with these patients.

The introduction of compulsory treatment in the community has been intensely controversial, and has
remained so, sustained by the absence of convincing scientific evidence for its effects (despite its
widespread adoption internationally) (see Part 2, Chapter 5). Providing such evidence is particularly
necessary because of the complex ethical balance of personal autonomy against the need for care and
public safety, and because there are strongly held conflicting opinions. There is also a pressing need to
determine whether or not a reduction in personal autonomy resulting from being on a CTO is sufficiently
justified by concomitant clinical improvements.

As we describe below (see Part 2, Chapter 5), there is a substantial gap in the evidence base for supervised
community treatment.>* There is thus a compelling need to provide the most robust evidence possible,

for both clinical and ethical reasons. To conduct such research in the form of an RCT, the accepted gold
standard for evidence of the effectiveness of interventions, is hugely important both for patients and for
the clinicians who have responsibility for making decisions about their care. Without such a study, a clear
estimate of the effects of CTOs cannot be acquired, and understanding of their target patient group and
implementation would accrue only slowly and unsystematically.

We therefore designed the most extensive of the studies in this programme, the OCTET Trial, to provide
robust evidence of the effectiveness for patients with psychosis of CTOs, which had just been introduced
in England and Wales at the time of the study’s inception, and to give a clear and early indication of the
specific clinical groups that might or might not benefit from them. The trial included a rigorous economic
analysis in order to inform policy and resource planning. It was anticipated that the OCTET Study might
identify a trade-off between improved outcomes and the duration of compulsion. We investigated this by
developing and testing a new instrument to measure capabilities.

In the OCTET Follow-up Study, the longer-term implications of CTO use for these patients were investigated
through a follow-up of the original OCTET Trial cohort focusing on disengagement, hospitalisation, discontinuity
and the use of involuntary treatment at 36 months after randomisation. Until now, no empirical study has been
published about persisting effects of CTOs. Serious concerns about CTO use motivated this study, particularly
that the compulsion involved might be excessively prolonged®® and might lead to disengagement from services.
We thus designed the study to determine whether or not CTOs might drive patients away from services.

Establishing the extent and form of informal coercion, including leverage, and its variation across different
clinical groups is an essential precursor to an informed debate on its place in modern community mental
health care. Such a debate would also inform the inclusion of discussions of what informal coercion is and
how patients experience it in mental health training. The ULTIMA Study represents the largest systematic
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study of patient-reported informal coercion and leverage in European mental health services to date.

We designed this study to identify the frequency and pattern of leverage and replicate the methods of a
key study from the USA,’ thus providing both the first English data and an international comparison.

The ULTIMA Study also expanded on the previous research by examining patterns of leverage and informal
coercion more widely across different patient populations, and investigating the association of leverage
with important clinical characteristics.

Both the OCTET Study and the ULTIMA Study included qualitative substudies conducted with patients and
mental health professionals and, in the OCTET Study, family carers, in order to access insights beyond
those which would be achievable by quantitative and experimental means.2 Qualitative methods are
recognised as an excellent way of exploring areas for which there is a paucity of data. They are flexible and
adaptable and can allow for changes or refinement of instruments during the course of the research.

They commonly encourage discussion of issues deemed important by research participants. We designed
the qualitative substudies in OCTET and ULTIMA to access perspectives on CTO use and informal coercion,
respectively, which might be key to understanding their mechanisms of action and guiding policy
decisions.?'® They included close attention to patients’ and professionals’ understanding of the use of
compulsion and informal coercion within therapeutic relationships. Given the central role of therapeutic
relationships in current mental health policy," investigating the conceptualisations of these relationships by
those involved in them has the potential to shed light on how such policy is implemented in practice.

The programme also included an extensive exploration of the ethical issues surrounding the use of
community coercion. The two qualitative substudies provided an opportunity to identify dilemmas and
ethical aspects of compulsion and informal coercion. The ethical substudies were designed to break new
ground in informing development of training in good practice, relate findings to the wider context and
promote a more nuanced public discourse.
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Chapter 3 Aims, objectives and programme
design

he overall aim of the OCTET Coercion Programme was to obtain a detailed understanding of the

compulsion and informal coercion experienced by patients with mental health problems, including
testing the effectiveness of CTOs following their introduction into English and Welsh mental health
legislation in 2008.

This aim was to be achieved by six overarching objectives [as expressed in the original National Institute of
Health Research (NIHR) grant application]. We follow each objective listed here by a brief description of
how it was met by different studies or substudies within the OCTET Coercion Programme (Table 7).

Objective 1

To investigate levels of informal coercion (‘leverage’) in differing UK clinical populations and investigate
their sociodemographic and clinical correlates.

We addressed this objective by conducting the ULTIMA Quantitative Study of informal coercion (see Part 4,
Chapter 19). We interviewed four distinct samples [psychosis patients in Assertive Outreach Teams (AQTs),
psychosis and non-psychosis patients in Community Mental Health Teams (CMHTs) and substance misuse
patients] about their lifetime experiences of four forms of leverage (housing, finance, avoidance of criminal
sanction and child access). We also explored associations between these leverages and patient and
treatment characteristics and perceived coercion.

TABLE 1 Study design and report structure

1. Informal coercion ULTIMA Part 4
ULTIMA Quantitative Study Chapter 18
2. Obstacles, ethical, legal, clinical and practical OCTET Part 2
Legal Analysis Chapter 11
3. CTO trial OCTET Part 2
OCTET Trial Chapter 6
4. Experiences of patients, carers and staff, including ethical dilemmas ULTIMA Part 4
ULTIMA Qualitative Study Chapter 19
ULTIMA Ethical Analysis Chapter 20
OCTET Part 2
OCTET Qualitative Study Chapter 8
OCTET Ethical Analysis Chapter 9
5. Economic evaluation OCTET Part 2
Economic Evaluation Chapter 7
Capabilities Project Chapter 10
6. Disengagement and readmission at 36 months OCTET Follow-up Part 3
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AIMS, OBJECTIVES AND PROGRAMME DESIGN

Objective 2

To explore and address the ethical, legal, clinical and practical obstacles to designing and conducting the
most powerful study possible for testing the efficacy of community treatment orders, which will maximise
the power of the conclusions for policy and practice.

We addressed this objective in a preliminary substudy within the OCTET Study conducted as a means of
designing the most appropriate and most powerful RCT possible. The aim was to establish the feasibility
of, and obtain agreement about and support for, the strongest test of the intervention, in order to
produce a detailed study brief. We held a series of meetings with clinicians and legal, policy and ethical
groups in order to carry out a detailed investigation of ethical, legal and practical issues of methodologies
to test the impact of CTOs (see Part 2, Chapter 5). The need for a detailed legal analysis emerged through
this process and we report this in detail in a separate chapter (see Part 2, Chapter 11).

Objective 3

To conduct the most rigorous trial possible of community treatment orders, with prolonged, high-quality
care incorporating a broad range of outcomes, and identify patient and service predictors of response.

Following the successful completion of the analysis of obstacles meeting objective 2, we met objective 3

by conducting the OCTET Trial (see Part 2, Chapter 6). The objective was to compare CTO use with
voluntary outpatient care, although legal advice required that patients be randomised to leave hospital
either on a CTO or via Section 17 Leave. Independent researchers conducted interviews with patients at
baseline and at 6 and 12 months, and examined case notes. The primary outcome was rate of readmission.
Other outcomes included Mental Health Act (MHA)'? use and patterns of care and social and quality of life
outcomes. We also explored patient and treatment characteristics that were associated with outcomes.

Objective 4

To conduct a detailed qualitative assessment of the experiences (including ethical dilemmas) of patients,
staff and carers in both studies.

We met this objective by conducting two qualitative substudies: the ULTIMA Qualitative Study (see Part 4,
Chapter 19) and the OCTET Qualitative Study (see Part 2, Chapter 8), each of which conducted a
gualitative exploration of the experiences and perceptions of patients in the study and other key groups.
We sampled from each study in order to conduct a series of semistructured, in-depth interviews with a
subsample. For mental health professionals in the ULTIMA Study, we used focus group methods. We did
not seek the experiences of family carers in the ULTIMA Quialitative Study, for reasons given below (see
Part 4, Chapter 19), but we included their experiences of informal coercion as well as CTOs in the OCTET
Qualitative Study. In both substudies, we analysed the qualitative data in two ways: first, to explore
experiences and perceptions of CTOs (OCTET) and informal coercion (ULTIMA), and, second, to address
ethical questions raised by the use of CTOs (OCTET) and informal coercion (ULTIMA). We report the Ethical
Analyses arising from this secondary aim of the two substudies separately (see Part 2, Chapter 9 and

Part 4, Chapter 20, respectively).

Objective 5

To conduct a cost-effectiveness analysis of community treatment orders and model the costs of their
national introduction.
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We met this objective by conducting an economic evaluation as part of the OCTET Trial (see Part 2,
Chapter 7). This comprised a detailed cost analysis of health, social care and other broader societal costs,
and an incremental cost-effectiveness analysis. We also developed a capabilities and well-being index'?
from the capabilities framework.™ We report the development of this index separately (see Part 2,
Chapter 10).

We later added an additional objective, to be met by a further study, as agreed by the funder.

Objective 6

To compare disengagement and clinical outcomes between those randomised to community treatment order
and those randomised to non-community treatment order treatment at 36 months after randomisation.

We met this objective by conducting the OCTET Follow-up Study (see Part 3). It aimed to establish whether
or not CTO use had a significant effect on rates and duration of readmission, engagement with services
and service use at 36 months after randomisation. This was based on medical records and a follow-up to
patients to measure longer-term outcomes.

The original proposal also included a further objective: ‘to develop a training package for best clinical

and ethical practice in CTOs and use of leverage’. We subsequently omitted this, by agreement with the
funder, as Department of Health training programmes in CTO use had already been initiated by this time.
The OCTET team held an annual conference involving clinicians involved in the trial and other interested
clinicians, attended by up to 90 people each time (see Appendix 4). The contribution towards training was
also indirectly met by the considerable amount of discussion and debate generated by the study, along
with dissemination conferences, associated studies and replication studies (see Part 5, Chapter 22).
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Chapter 4 Ethical approval, registrations, user
involvement and data

he Oxfordshire Research Ethics Committee A gave ethical approval for the ULTIMA Study (22/02/2006,
reference no. 05/Q1604/180).

The Staffordshire NHS Research Ethics Committee gave ethical approval for the OCTET Study (30/10/2008,
reference no. 08/H1204/131). An amendment to the ethical approval (20/07/2011) covered the additional
work required for the OCTET Follow-up Study, which was funded by a supplementary grant held from
2012 to 2014.

The OCTET Trial is registered with the International Standard Randomised Controlled Trial Number
Register (reference: ISRCTN73110773). All three studies were part of the UK Clinical Research Network
Study Portfolio.

We performed all three studies in accordance with the ethical standards laid down in the 1964 Declaration
of Helsinki and its later amendments.”™ Some changes to the original research protocols were agreed with
the funder and the relevant ethics committees during the course of the research, as we describe below
(see Part 2, Chapter 6, Methods and Part 4, Chapter 19, Methods).

We held a number of meetings with service user and carer representatives during the course of the
programme to discuss the procedures for the studies. (We give details about governance for the OCTET
Study in more detail below; see Part 2, Chapter 5, Governance.) The service user and carer representatives
on the OCTET Steering Group formed part of the OCTET Follow-up Study’'s governance structure.

We designed the OCTET Follow-up Study partly to meet concerns raised by service users and service user
representatives in the consultation phase of the OCTET Trial.

© Queen'’s Printer and Controller of HMSO 2016. This work was produced by Burns et al. under the terms of a commissioning contract issued by the Secretary of State for Health.
This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals provided that
suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be addressed to: NIHR
Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science Park, Southampton
SO16 7NS, UK.

11






DOI: 10.3310/pgfar04210 PROGRAMME GRANTS FOR APPLIED RESEARCH 2016 VOL. 4 NO. 21

Part 2 The OCTET Study

Abstract

Background
Community treatment orders were introduced in England and Wales in 2008, despite equivocal evidence
of effectiveness.

Design

The study comprised an RCT (OCTET Trial) comparing treatment on CTO to voluntary treatment via
Section 17 Leave, over 12 months; an Economic Evaluation; a Qualitative Study and an Ethical Analysis.
A new measure of capabilities was developed.

Methods

Trial participants were patients with psychosis diagnoses currently admitted involuntarily and considered for
ongoing community treatment under supervision. The trial primary outcome was psychiatric readmission.
Secondary and tertiary outcomes included hospitalisation and a range of clinical and social measures.

A subsample of patients, carers and mental health professionals was interviewed in depth.

Results

A total of 336 patients were randomised. CTO use did not reduce rates of readmissions to hospital {59/166
(36%)] of patients in the CTO group vs. 60/167 (36%) of patients in the non-CTO group; adjusted relative risk
1.0 (95% CI 0.75 to 1.33)} or any other secondary or tertiary outcome. There were no differences for any
subgroups. It did not reduce hospitalisation costs and there was no evidence that it might be cost-effective. The
results from in-depth interviews about CTO experiences with 26 patients, 24 family carers and 25 psychiatrists
showed divergent views and that CTOs' (perceived) focus on medication adherence may influence how they
are experienced. No general ethical justification was found for the use of a CTO regime.

Conclusions
Community treatment orders do not confer early patient benefits despite substantial curtailment of
individual freedoms.
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Chapter 5 Introduction to the OCTET Study

Overview
The OCTET Study was built around the OCTET Trial. It comprised the following:

OCTET Trial An RCT evaluating the effectiveness of CTO use.
OCTET Economic Evaluation A detailed cost analysis of health, social care and other broader societal
costs and an incremental cost-effectiveness analysis.

® OCTET Qualitative Study An in-depth investigation of patient, carer and professional views and
experiences of CTOs, utilising interviews with a subgroup from the OCTET Trial cohort and recruited
groups of carers and mental health professionals.

® QOCTET Ethical Analysis A detailed empirical ethical analysis drawing on the OCTET Trial and qualitative
data from the Qualitative Study.

® QOCTET Capabilities Project A study of the operationalisation of the capability model for outcome
measurement in mental health studies, tested in the OCTET cohort.

® OCTET Legal Analysis An investigation of the legal implications of designing an RCT of CTO use which
preceded and informed the design of the trial.

The rigorous RCT design of the OCTET Trial (see Chapter 6) was designed to test the use of CTOs in the
target group considered by most clinicians to be likely to benefit from the new regime. It included an
economic evaluation (see Chapter 7), which also applied the newly developed multidimensional
capabilities instrument and the resulting capability index, developed and tested in the trial cohort

(see Chapter 10).

The OCTET Qualitative Study (see Chapter 8) was designed to complement and extend the trial results.
Rather than testing a predetermined hypothesis, the objective here was to explore personal experiences of
and perspectives on CTOs that might turn out to be the key to understanding their mechanism of action.
This was particularly important given that CTOs were new at the time of the study’s inception, and it was
impossible to anticipate all of the potential relevant outcomes in the trial. It was also important to explore
the reasoning of psychiatrists, patients and family carers about their perceptions of the advantages and
disadvantages of CTOs.

The OCTET Qualitative Study also provided an opportunity to identify the dilemmas and ethical aspects

of using compulsion in community mental health care. We conducted a detailed ethical analysis in the
context of the relevant empirical data and the ethics literature: the OCTET Ethical Analysis (see Chapter 9).
A thorough exploration of ethical, legal, clinical and practical obstacles to developing the OCTET Trial
preceded the finalisation of the OCTET protocol. The consultation exercise undertaken to this end is
summarised below (see Chapter 6, Introduction), whereas the OCTET Legal Analysis is given in full in
Chapter 11.

Background

This section draws substantially on papers by members of the OCTET Coercion Programme Group
(Burns et al.,"® with permission from Elsevier; Molodynski et al.,"”” with permission from Oxford Journals;
and Rugkasa et al.,"® with permission from Springer Publishing Company).
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Mental health care is an international priority.” In the UK, expenditure on mental health care accounts for
between 3% and 4% of gross domestic product.?® Mental ill health is the leading cause of invalidity
benefit in the UK?' and mental disorders are set to become the major causes of disability worldwide.?

Psychiatry is the only area of medicine in which adult, competent patients can be treated against

their will. This is governed by specific mental health legislation (in the UK, the MHA). Compulsory
treatment is integral to mental health care and was originally restricted to inpatient settings.?® Over

the last 50 years or so, however, a policy focus on deinstitutionalisation has gradually moved psychiatric
services from hospital settings into the community. The psychiatric inpatient population has fallen
drastically in developed countries since its peak in the mid-1950s.%* In England and Wales, for example,
although there were 154,000 psychiatric beds in 1954, this had been reduced to 33,000 by 2005,%
despite the overall increase in the population. This has placed new demands on practices, policies and
legislation for managing individuals with mental illness and their associated complex vulnerabilities.

Community psychiatry creates difficulties for professionals in terms of how to encourage and monitor
patients to ensure both their safety and well-being and that of others. Community services may subject
patients to intense levels of supervision, restrictions on their behaviour and elements of compulsion.?

In fact, it is now commonly accepted that coercive treatment is provided outside hospitals.?” This has been
reflected in several amendments and challenges to mental health legislation over the last 30 years, as new
models for more assertive treatment in the community have emerged, often monitoring patients closely
while seeking to assist them to achieve stability, insight and independence.?®3°

Various provisions to maintain contact with outpatients are used where required, at differing levels

of intensity and regularity as appropriate. Mental health services are increasingly delivered via case
management approaches by multidisciplinary teams consisting of psychiatrists, nurses, psychologists,

social workers, support workers and occasionally other professionals such as occupational therapists.?%3'32
Such case management may be provided by the CMHT, a multidisciplinary team with diagnostically mixed
caseloads (usually 1:25) and some provision of outreach. An alternative model, the AOT, was introduced
in England from 1999,2° modelled closely on Assertive Community Treatment (ACT) teams as developed in
the USA.** AQT teams target hard-to-engage patients with psychosis and provide much more intensive
multidisciplinary outreach with small caseloads (1 : 12). These services operate within policy frameworks
such as the Care Programme Approach?® and, less often, within legal frameworks provided by mental
health legislation. The terms and implications of these provisions tend to vary by jurisdiction.®**> In
England, specialist mental health services are provided by area-based UK NHS mental health trusts,

each divided into catchment areas where, at the start of the OCTET Trial, community teams provided both
community and inpatient care. As we discuss below (see Chapter 6, Introduction), during the recruitment
phase of the trial, many trusts separated their inpatient from their community services, and CTOs were
then increasingly initiated by specialist inpatient psychiatrists.>®

Community care® has been a success for the majority of patients who have been discharged from long-term
inpatient care to more dignified and rewarding lives in the community. It increasingly provides for severely
disabled patients requiring complex and expensive care.® Despite these efforts, a substantial minority of
patients are subject to repeated compulsory admissions (‘the revolving-door syndrome’®). The absolute rate
of these involuntary admissions has increased following deinstitutionalisation.*

At the same time as community mental health services have evolved, public confidence in community care
has, in many countries, been profoundly undermined by a series of high-profile violent offences: usually by
individuals with psychosis who, although known to mental health services, were not effectively engaged

in treatment.*" This has given rise to significant public concern about the ability of services to manage
severely ill patients in the community, possibly contributing to recent trends of increasing compulsion and
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institutional care, with its attendant high costs. Policy-makers and clinicians have long been concerned

to address such concerns about the safe management of severely ill patients.* In the UK, however,

a number of alterations to the MHA such as Supervision Registers** and Supervised Discharge* are widely
regarded as having achieved only limited results. The introduction of CTOs in 2008,* described in
Community treatment orders: the legislation, was designed to ensure that this group of very ill patients
could be more successfully monitored and treated.

Detailed accounts of the literature on CTOs also appear in papers by members of the OCTET Coercion
Programme Group.'”®

Compulsion in community mental health care

In attempting to increase patients’ adherence to treatment and thereby improve their outcomes, mental
health professionals use a range of formal and informal techniques. (We discuss informal techniques,

or informal coercion, in Part 4, Chapter 17.) At the formal end of the spectrum, legislation for compulsory
outpatient psychiatric treatment (compulsion) has been introduced in around 75 jurisdictions worldwide,
across the USA, Australasia, some Canadian provinces, the UK and several other European countries.*

Community treatment orders were designed with the aim of helping so-called revolving-door patients:
those who have a long history of psychotic illness and experience multiple hospital admissions. They were
principally aimed at preventing this revolving-door scenario by helping patients experience a period of
stability after leaving hospital.

Community treatment orders were introduced in England and Wales in November 2008.% CTOs require
patients to accept treatment and clinical monitoring, and allow rapid recall to hospital when necessary,

as is described more fully in Community treatment orders: the legislation. This provision had been sought
for at least 15 years by some professionals,*® but it was heavily debated and resisted during the build-up to
its introduction by a coalition of 32 professional and patient organisations.*’

Mental health legislation in England and Wales

Patients in England and Wales who meet the legal criteria can be treated in hospital against their will under
Section 3 of the MHA. While on Section 3, they can be given leave of absence for some hours or days,

or even — exceptionally — weeks, for instance to spend time with family or engage in other social activities.
This is called Section 17 Leave. Its purpose is to assess recovery before granting voluntary status. Section 17
Leave is a well-established rehabilitation practice used for brief periods to assess the stability of a patient’s
recovery after or during a period of involuntary hospital treatment. Under Section 17 Leave, the treatment
order (Section 3) remains active and the patient can be immediately readmitted without additional legal
process. Section 17 Leave is extensively used but, as it is a continuation of Section 3, no routine national
data on its use are collated. Its frequency and duration are therefore unknown, but both are believed to be
highly variable, with some clinicians using it for extended periods and others hardly at all. The use of this
extended leave of absence from involuntary hospital admission under Section 3 of the MHA has been
shaped by several legal challenges.? It is generally agreed, however, that such leave has a place in mental
health services. Indeed, the Code of Practice that accompanies the 1983 MHA?® states that such leave may
constitute an important part of a patient’s treatment plan.

Prior to the introduction of CTOs, a series of attempts was made to introduce outpatient compulsion.
Guardianship (Section 7) had been available since 1983 and remains unchanged today. It can require a
patient to attend medical appointments and can direct where he or she should reside.* It has never really
been used for patients other than those with learning disability and dementia. Since 1983, Section 117
has required that aftercare be provided for those treated under section (e.g. Section 3) following their
discharge from hospital. To meet the needs of those who rejected their right to this aftercare provision,
aftercare under supervision (known as Supervised Discharge or Section 25) was introduced in 1996.2°
This required the patient to attend for treatment, live where directed and make themselves available for
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assessments. It was widely perceived to be ineffective because it could not insist on medication adherence
and it was removed from the legislation in 2008.

Community treatment orders: the legislation

The introduction of CTOs in England and Wales in 2008, as part of the amended MHA 2007,*

marked the next step in this evolution of forms of compulsory treatment in the community. This regime
authorises compulsory treatment for patients in the community following a period of involuntary
hospital treatment. Enforcement is provided via the power of recall, which permits patients to be
returned to hospital for treatment or assessment without conducting a formal MHA assessment. The
intention is to prevent relapse or harm (to self or others), help maintain a period of stability and provide
a least restrictive alternative to hospital (i.e. one in which the intervention given restricts the patient’s
freedom the least).*®

A CTO can be imposed when the responsible clinician (RC) (usually a consultant psychiatrist) and an
approved mental health professional (AMHP) (usually a social worker) deem that a patient needs
supervision after a period of involuntary hospital treatment and that, without it, he or she is highly likely to
relapse and be readmitted involuntarily. The AMHP is required to consult with the patient and with family
carers. The formal process is intentionally time-consuming to ensure that the CTO is not used for clinical
convenience. Several days, sometimes more, elapse between the clinical decision and CTO activation.
Alternatively, RCs may choose to use Section 17 Leave (described above). Unlike with Section 25, CTOs
can insist on medication. Medication cannot be given by force in the community, however, regardless of
whether or not a CTO or Section 17 Leave is used. Forceful administration is permitted only if the patient
has been recalled to a ‘safe place’. Patients can be discharged directly from Section 3 without the need for
either Section 17 Leave or a CTO, and most are. (Such patients would not be eligible for recruitment to
this trial.)

The CTO requires the patient to comply with treatment and he or she can be recalled to hospital
without delay if necessary. The regime in England and Wales specifies two mandatory conditions that
apply to all CTOs.*® First, a second opinion appointed doctor (SOAD) must assess patients who

refuse medication or who lack capacity, to confirm that the treatment specified is appropriate.®
Second, all patients must make themselves available for assessment for renewal of the CTO. The RC
and AMHP who initiate the CTO may also specify discretionary conditions based on their knowledge
of an individual patient. The most frequently stipulated conditions are to take prescribed treatment
and remain in contact with the mental health team.>" The power of recall can be used when

the patient:

requires treatment in hospital and in the absence of recall there would be a risk of harm to self or others, or
does not comply with one of the mandatory conditions.

Recall can be used for the purpose of giving treatment or for assessment for up to 72 hours, after which
the patient returns to the community under the CTO or the CTO is revoked and the patient remains in
hospital for involuntary treatment under Section 3 of the MHA. The MHA Code of Practice states that
patients and their families should be consulted about the CTO, its conditions and the need to recall, not
least because family carers are likely to hold information of importance.*®

A CTO is imposed for up to 6 months in the first instance and is then renewable for a further 6 months
and subsequently for 1-year terms; frequent clinical monitoring was anticipated in the Code.*® It can be
discharged at any time by the RC or by a Mental Health Review Tribunal (MHRT) if the patient’s mental
state or circumstances change. During the period covered by the CTO, the hospital treatment order
(Section 3) remains in place but is inactive; it is reactivated if the CTO is revoked after a recall to hospital
(Box 1 and Figure 2).
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BOX 1 The CTO regime in England and Wales

Community treatment orders were introduced via a 2007 amendment to the MHA for England and Wales,
with effect from 3 November 2008. They are referred to in the Act under the heading of supervised
community treatment.

To be placed on a CTO, a patient must fulfil all the following criteria:

e suffering from a mental disorder of a nature or degree which makes it appropriate for them to receive
medical treatment

e itis necessary for that person’s health or safety or for the protection of others that the person should
receive treatment

e treatment can continue in the community without the person being detained in hospital

e itis necessary that it be possible to recall that person swiftly to hospital if needed

e appropriate medical treatment is available.

The order is made by a responsible clinician (usually a psychiatrist) and an approved mental health professional
(usually a social worker). The order lasts for 6 months initially, can be renewed for another 6 months and
thereafter for 12-month periods. The responsible clinician can end the order when clinically indicated, and it
may also be ended by the managers of the treating hospital or the MHRT.

The order includes two mandatory conditions. Patients on CTOs must make themselves available:

® to be assessed by a second psychiatrist to complete the mandatory peer review process concerning
treatment without consent, when required
e for assessment concerning renewal of the CTO.

The RC and AMHP may also specify discretionary conditions that are needed to ensure the patient receives
medical treatment, or to prevent risks of harm to the patient or others, based on their knowledge of an
individual patient. These may subsequently be varied by the RC.

Patients on CTOs may be recalled to hospital for up to 72 hours when they:

e breach the mandatory conditions, or
e require further treatment in hospital and there would be a risk of harm to self or others if they were
not recalled.

Recall can be used for assessment or to provide treatment without consent. When 72 hours have elapsed, the
patient returns to the community under the CTO, remains in hospital for involuntary treatment under Section 3
of the MHA or is discharged from involuntary care under the MHA.

Section 17 Leave remains an available option under the new law, but since the amendment to the MHA,
clinicians must consider using a CTO instead if they are granting leave for more than seven consecutive
days, as is stated in the Code. This change, along with the removal of supervised discharge, signalled that
the government saw CTOs as the primary means of providing involuntary supervision in the community.

Controversy surrounding community treatment orders in England and Wales

The introduction of supervised community treatment was highly controversial and was preceded by a
heated debate lasting for at least 15 years. In other countries there had been similar levels of debate and
controversy,” but when the orders were made available, they were incorporated into practice swiftly.

Initial proposals in England and Wales were met with broad opposition from service users, psychiatrists and
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) Recall to hospital
Revocation of CTO . .
¢ When a patient deteriorates or
breaches mandatory conditions
¢ May last for up to 72 hours for
assessment/treatment

Involuntary hospital
treatment

Discharge onto CTO CTO Discharge from CTO
® 6 months, renewable e Compulsory * By psychiatrist
e Two mandatory community e By tribunal
conditions: availability |:> treatment |:> e The CTO expires
for assessment (by second ® Regular
psychiatrist) and for CTO assessments
renewal and hearings
e Other conditions may
apply (usually medication
and contact)

The CTO process.

mental health charities. The amended proposals, once enshrined in law, continued to provoke vigorous
debate and to divide the psychiatric profession. Some viewed CTOs as ethically unacceptable because of
the infringement of rights and freedoms.>® Others believed they were potentially beneficial to patients and
their families**® or argued that they constituted only a minor amendment to current law or practice.”®

The arguments emphasising individual human rights and people’s rights to make lawful decisions about their
own lives were particularly forceful. This position provided powerful arguments against coercive treatment®
but was vulnerable to the criticism that such a purely rights-based approach could leave revolving-door
patients in unacceptable circumstances, preventing them from improving their lives. Not to pursue compulsory
interventions could be seen as conflicting with mental health practitioners’ primary obligation to help.®

Much of the debate centred on issues of an individual’s capacity to make decisions about his or her
treatment. Such competence might, of course, be compromised or even absent in those with severe
mental illness. Others might have to make decisions on their behalf. This would require good knowledge
about the person'’s values and opinions based on when he or she had full capacity. It is commonly viewed
as appropriate that when the patient’s views are not available, ‘best-interest’ standards should be applied.®

It has been argued that although politicians sought to introduce CTOs in order to address the public’s fear of
crimes committed by people with mental health problems, the protection of society is an insufficient reason
to justify detention.®” This is particularly the case given the difficulty in predicting serious violence by those
with mental health problems.*® The ‘principle of reciprocity’ requires that restrictions of civil liberties must

be matched by the provision of adequate and high-quality services.?”*” This was one of the underpinning
principles of the amended MHA in Scotland, which introduced compulsory powers in the community in
2005.> Some have suggested that the use of compulsion may be enabling and consistent with the recovery
model if adequately resourced and accompanied by clear goals for treatment and progress.?

The change in the law in England and Wales was thus highly controversial. A fierce debate continued

about how it impacts on patients’ lives and mental health services. It was argued, for instance, that even if
compulsion in the community may be necessary in itself, CTOs in the form introduced in the 2007 MHA
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may not be in patients’ best interests. In particular, the following issues were identified that needed to
be resolved:

whether or not capacity should have been a fundamental principle of the new MHA
whether or not having CTOs would increase the overall level of coercion

whether or not CTOs would contribute to better outcomes

which patient groups might benefit from CTOs and in what ways

whether or not it might be relatively easy to be placed on a CTO but harder to get off one
(a lobster pot effect), leading to an inexorable rise in numbers over time

® whether or not potential benefits would justify the restrictions in civil liberties."

Evidence base for community treatment orders
Although early opposition to CTOs focused on civil liberties® or lack of improvement on the existing leave
regime,?® more recent opposition has emphasised the absence of experimental evidence.*%°

Around 40 published non-randomised studies have investigated CTO effectiveness by measuring
outcomes, particularly in Australia, New Zealand, the USA and Canada,**%"%? but prior to the OCTET Trial
there had been only two published RCTs.%3%* Most of the studies have methodological limitations.®® It is
therefore problematic to generalise from these findings. Generalisability is also problematic because of
significant differences between the contexts into which CTOs have been introduced, such as the mental
health systems and legal procedures. Neither of the two RCTs demonstrated a difference in the primary
outcome measure of readmission rates, as detailed below.

The most common research designs used in studies of CTOs conducted prior to the OCTET Trial (which
have been reviewed in detail by Dawson,* Churchill et al.> and by the OCTET Coercion Programme
Group'#%6%7) have been controlled before-and-after (CBA) studies and uncontrolled before-and-after (UBA)
studies, in which patient outcomes are compared before and after the intervention. Some epidemiological
studies have also been conducted in which CTO and non-CTO populations have been observed but not
matched. Studies using routine administrative data in this way have the advantage of including data on all
CTO patients in whole areas or jurisdictions, avoiding selection bias following from excluding, for instance,
violent or non-consenting patients.

Observational studies

Numerous studies describe local CTO patient cohort characteristics or stakeholder views. Overall, these
studies suggest that clinicians prefer to work in systems where CTOs are available,®® views among
psychiatrists may become more positive over time,* and many believe CTOs to have positive clinical
outcomes.”®”" Many of these studies report perceptions of reduced readmission rates or that positive
change occurs after many months on a CTO. Study designs preclude conclusions being drawn, and
observed effects could be influenced by regression to the mean and rater bias.

A review by Dawson* points out that after an initial ‘bedding in’ period, the use of CTOs often increases,
particularly when there is a reduction in hospital beds and build-up of community teams. Some studies
report therapeutic benefits for patients, such as greater compliance with outpatient treatment (particularly
medication) and reduced rates of hospital admission. Some studies show better relationships between
patients and their families, enhanced social contact, reduced levels of violence or self-harm and earlier
identification of relapse. Dawson's review* also identifies some potentially negative effects of CTOs, such
as a strong focus on medication (particularly depot medication) as opposed to other treatments, and that
they are often used for the maximum time allowed and possibly overused.

The literature on personal experience of CTOs is very limited and derived from surveys and qualitative
studies. It suggests that patients hold ambivalent, and sometimes contradictory, views about CTOs; for
instance that they appreciate the sense of security and attribute health improvements to CTO use, but
do not appreciate the restriction of their choices, particularly about residence, travel and medication.”7?
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Similarly, patients may appreciate a sense of safety,” but dislike the sense of external control,”>”® and
they may feel coerced but believe the CTOs provide a necessary structure in their lives.”” Family carers
generally find them helpful,”” albeit with similar misgivings,’® and regard them as providing relief and
a supportive structure for the patient’s care.” They tend to consider the community services offered

to be inadequate.”””” When professionals have been studied, they generally report finding CTOs
useful,”” particularly for engaging the patient in a therapeutic relationship and increasing adherence to
medication,”® although some also report disliking the sense of external control.” The main expressed
concern of all three stakeholder groups is usually to avoid hospital admissions.®

Controlled before-and-after studies

A handful of studies from the 1980s and early 1990s, mainly from the USA with UBA designs, led to initial
optimism about positive effects of CTOs on hospital outcomes.? Since then, however, studies from a
number of jurisdictions have reported discrepant findings.>®' Eight out of 12 studies published since 2006
and measuring readmission'® reported reductions under CTOs, but several of these were uncontrolled
studies. Some reported reductions for subgroups of CTO patients. Four studies reported increased
readmissions. The picture is equally complex for duration of admissions and community service use, with
some studies reporting no difference and some reporting benefits for subgroups. There is considerable
variability in outcome measurement and it is not always clear whether reported measures are considered
part of the CTO intervention or as an outcome of it.®’

A number of studies analyse outcomes at different time periods under the CTO, frequently the first

6 months and then periods beyond that. These studies commonly report benefits from the second
6-month period on the CTO onwards. This might be a result of long-term benefits from CTOs,® but an
alternative interpretation would be that those on the CTO over a longer period were kept on it because
things were going well clinically and the CTO was presumed to be responsible.®” The latter interpretation
would be supported by the evidence that psychiatrists are reluctant to change treatment in long-term
conditions when the patient is stable.®#

These studies do not always include all available CTO patients, which affects generalisability. Many analyse
CTOs in conjunction with other interventions, such as ACT. Many utilise routine administrative registers
providing data on large numbers of patients over time. The two most frequently used registers are the
Victoria register in Australia and the New York State register in the USA. There is a trend for the Victoria
register studies to report increases in admission, whereas those using the New York State register report
reductions.®” This may be due to prioritisation of CTO patients for enhanced community services in the
USA, whereas such services form part of standard care in the Australian context. Improved patient
outcomes may thus be an effect of the services rather than compulsion.

Studies with non-randomised designs may be confounded by methodological limitations. Their results are
vulnerable to changes being made over time.®” CBA studies may be confounded by problems in adequate
matching of patient characteristics, particularly lack of insight or adherence. UBA studies eliminate the
problem of matching using patients as their own controls, but may be confounded by regression to the
mean, that is, patients may improve as part of the natural fluctuation of their illness after they are placed
on the CTO, which is often initiated at a time of maximal instability in their condition.

Overall, the evidence from these studies shows no strong or consistent effect for CTOs in any direction.
These conflicting findings are complicated by the variation in study designs including the lack of
standardised outcome measures.

Randomised controlled trials

By randomising the treatment condition, RCTs reduce the risk of sample and observer bias and the effects
of regression to the mean.
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The New York RCT® recruited patients referred to the outpatient commitment programme at an acute
hospital in New York City. It randomised 142 patients to either treatment under court-ordered CTO or
voluntary status. It was not possible to randomise patients with a history of violence. No difference was
found in the primary outcome of readmission or any of the other outcomes measured at 11-month
follow-up. Both groups received case management and close follow-up during the trial (which was not
standard care) and both had significantly fewer admissions in the trial period than in the preceding

12 months. The trial took place within a pilot CTO project and no police pick-up procedures were in place
in case of non-adherence, so there was no systematic enforcement of the CTOs. The trial also experienced
considerable problems, including lack of adherence to the protocol and an apparent confusion among
staff and patients that some in the control arm were in fact on CTOs. A smaller than expected sample size
and high attrition rates (45% at 11 months) could mean that the trial lacked statistical power to detect
differences.®® The New York data are therefore usually treated with caution.

The North Carolina trial® was more rigorously conducted and has been highly influential. It recruited
264 patients from one state hospital and three public inpatient services, and randomised them between
court-ordered CTO and voluntary status. All received case management, which went beyond standard
care. The control group was ‘immunised’ from being on a CTO for 1 year. Attrition was low (18%) and
equally distributed between the two groups. The primary outcome of readmission to hospital showed no
difference between the two groups at 12 months.®* No difference was found in treatment adherence,
quality of life, service intensity, arrests, homelessness, quality of life or perceived coercion. A significant
difference was detected in victimisation (being a victim of crime) with those in the CTO group less likely
to report this. Outcomes for both groups improved during follow-up.

A secondary analysis showed significant reductions in readmissions for patients who were on a CTO for

> 6 months while also receiving frequent service contacts (three or more per month). This analysis has
been criticised for potentially introducing a selection bias if only patients who were considered to do well
on the CTO were kept on the order long term. Several other outcomes (adherence, violence, arrest, quality
of life) also reached statistical significance when dividing up patients according to duration of the CTO or
including the non-randomised violent patient group, but this does not represent RCT-level evidence >

Systematic reviews and meta-analyses

A Cochrane review of these two RCTs®' found no advantage to CTO for readmission, service use, social
functioning, mental state, homelessness, satisfaction with services or perceived coercion. There was some
evidence that CTOs reduced the risk of victimisation. The authors suggested that the generalisability of the
USA trials may be limited by the exclusion of violent patients and the court-initiated nature of the CTOs.®'
They subsequently reviewed non-randomised studies to identify those that measured relevant outcomes
and were of sufficient quality to be pooled with the RCT data. Three further studies were included,
bringing the number of patients to 1108, including those with a history of violence and those on
clinician-initiated CTOs. No outcome reached statistical significance, including admissions, duration of
admissions, total days in hospital and treatment adherence.®'

Churchill et al.? conducted a systematic review including 72 papers published up until 2006. Most reported
descriptive or observational studies. They found the quality of the evidence base to be poor, with studies
showing discrepant results, and concluded that there was no robust evidence of positive or negative
outcomes of CTOs. They also found that various stakeholder groups hold very different views about CTOs.
Avoiding involuntary hospitalisation was, however, the shared top priority for patients, family members,
clinicians and members of the general public alike.

Churchill et al.® found, however, that when CTOs are implemented, they are used for the same patient
group, usually men around 40 years of age, in the middle phase of their illness, with a diagnosis of
schizophrenia, several prior hospital admissions and a history of non-compliance with outpatient care:
features characterising the revolving-door stereotype. Many had problems with substance misuse and had
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experienced imprisonment or forensic care. Most were single and living in rented accommodation alone or,
less often, with their family.

As the Cochrane review®' concluded, there is clearly an urgent need for high-quality RCTs in this field,
particularly to establish whether or not it is the intensity of treatment or the compulsion in itself that is
responsible for any outcomes achieved by CTOs. This is consistent with Churchill et al.’s® conclusion that:

Research in this area has been beset by conceptual, practical and methodological problems, and the
general quality of the empirical evidence is poor . .. [T]here is currently no robust evidence about
either the positive or negative effects of CTOs on key outcomes, including hospital readmission, length
of hospital stay, improved medication compliance, or patients’ quality of life.?

There have been different opinions on what constitutes the best measure to assess the outcome of CTOs.
This relates to whether the chief purpose of CTOs is considered to be prevention of relapse or the provision
of a least restrictive alternative. Readmission to hospital has been the most widely used outcome measure
of success in preventing relapse in patients with psychosis. The term relapse has different meanings in the
literature and no unambiguous measure of it has emerged. Readmission is the measure that has been

the most consistently used, not only as the primary outcome of the two RCTs, but also in most of the
non-randomised studies. It has also been widely used as the primary outcome measure in most antipsychotic
maintenance trials.®> Measures obtained directly from patients have been vulnerable to attrition and difficult
to standardise. Despite criticism of it as being a crude proxy for relapse, readmission is a measure for which
data are obtainable. A binary measure of readmission, excluding brief recall or breach admissions, where
they are permitted, may be least sensitive to particularities of service organisation and other contextual
issues. (This was the primary outcome measure we used in our trial; see Chapter 6, Methods.) When recall
admissions are not routinely distinguished, it may be difficult to ascertain the effect of CTOs. Similarly,
frequent contact with the community team may indicate that the CTO is working, whereas contact with a
crisis team may suggest relapse, and these situations must be carefully distinguished.®’

Some have argued that the duration of admission should be the preferred measure because shorter
admissions may reduce the overall restrictiveness of CTOs. Duration of admission does measure relapse,
but it also measures the clinical response to that relapse. Although duration of admission conveys
important information, it does not measure the effectiveness of CTOs in their purpose of stabilising
patients in the community and reducing or preventing relapse. It may therefore be more suitable as a
secondary measure (as we used it in our trial; see Chapter 6, Methods). It is of obvious importance in
cost-effectiveness studies.

The outcomes most frequently measured in the existing literature include readmission rates, time to
readmission, duration of admissions and use of community services. The ways in which these outcomes
have been measured has varied. Duration of admission, for example, has been measured by the number of
days from admission to release from hospital for each episode,® and as the patient’s mean number of days
in hospital during months in which a hospitalisation occurred, compared across 6-month periods.®” Other
outcomes, such as medication possession, adherence, victimisation, arrest, mortality and quality of life,
have been measured in some studies.>®' This means that the total number of outcome measures applied
has been rather large for a relatively small body of research.

The clinical ambition of a CTO is to foster longer-term changes in patient well-being and insight as a result
of a protracted period of treatment. Churchill et al.? argue that 'if CTOs are intended to improve outcomes
for patients, then . . . patient relevant outcomes should be prioritised in future research.’ Their review
reveals the paucity of data on such patient-level outcomes as symptoms, social functioning, quality of life
and satisfaction. Churchill et al.? also argue for the inclusion of measures of perceived coercion, found to be
associated with CTO use in the literature, which they argue may be mediated by factors such as treatment
adherence and therapeutic relationship. In fact, measuring perceptions of the therapeutic relationship and
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the patient’s experience of the service may be particularly important given the indications in the literature
that the use of CTOs may threaten the patient—professional relationship, although Churchill et al.® note that
‘the impact and duration of such problems have not yet been properly investigated'.

The literature on CTOs suggests that any effect of CTOs on admission to hospital may be achieved by
improving treatment compliance. Although, as noted above, there is no robust evidence to support either
contention, it is clearly important to understand the factors that might affect treatment compliance or
engagement. Churchill et al. note the emphasis in the literature on insight, or awareness of the need for
treatment, along with other factors such as previous experience of the mental health system (including
coercion) or poor access to services.

In designing the most robust possible study of CTOs, there is thus a clear need to include data on
patient-level outcomes such as these. As well as the hospitalisation outcomes described above, the

OCTET Trial used well-established measures of clinical and social outcomes, attitudes to medication and
experiences of services and of coercion, including measures of insight and therapeutic relationship (see
Chapter 6, Methods). We also identified a need to develop a measure capable of capturing quality of life
for people with severe mental illness, in particular one that would capture their capabilities (things that
they are free to do or be). We therefore developed and tested such a measure as part of the OCTET Study
(see Chapter 10) and it was utilised as part of the Economic Evaluation (see Chapter 7).

Ethical implications of community treatment orders

Ethicists studying CTOs have largely been critical of what has been taken to be a new paternalistic
approach to the delivery of community-based mental health services. Instigating involuntary outpatient
treatment into patients’ care regimens outside of hospital has been argued to constitute an unjustified
restriction of patients’ personal freedoms and autonomy, undermining the principles of respect for liberty
and self-determination.®®& These ethical arguments have moved beyond the use of catch-all normative
concepts such as coercion, and have been accompanied by a more general recognition of, and concern
about, the use of a range of pressures to influence patients’ adherence to treatment within community
mental health settings, as investigated in the ULTIMA Study.

In response to these principle-led attacks on the justification of CTOs, other commentators have offered
spirited defences of the new legal powers by highlighting the difficult realities of the lives of those patients
who have severe illnesses that undermine treatment adherence and frequently require readmission to
hospital. Established to support these so-called revolving-door patients in ways that could secure the longer-
term positive outcomes associated with continued treatment and prompt intervention in the face of crisis,
CTOs have been claimed to be liberty enhancing and potentially beneficial to those in receipt of them.®*!

Although the ethical discussion has begun to take seriously the realities of the treatment settings within
which CTOs are used, the academic psychiatric literature continues to scrutinise whether or not the ethical
considerations identified can be balanced in such a way as to defend the use of CTO regimes in different
jurisdictions. Moreover, little is known about how these considerations translate into practice, given the
complex and varied mental health and social support needs of the patients who will be subject to these
powers. The empirical studies that have explored the experiences of mental health professionals and
patients have highlighted positive and negative views about the use of CTOs in practice,’”>””? but the
authors of these studies have not sought to explicate their findings in ways that directly address the ethical
questions that concern the use of this new legal power. These complex ethical considerations provided the
starting point for the ethical analyses conducted in the OCTET Coercion Programme.

Governance

We established a clear governance framework for the OCTET Study, which covered all its substudies as
well as the OCTET Trial.
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INTRODUCTION TO THE OCTET STUDY

Host/sponsor

The study protocol was reviewed and approved by the research and development (R&D) office of the then
Oxfordshire and Buckinghamshire NHS Mental Health Foundation Trust (from March 2011, Oxford Health
NHS Foundation Trust). The trust accepted its role as study sponsor and issued the necessary indemnity
documentation.

Ethical approval

Details of ethical approval are given above (see Part |, Chapter 4). During the course of the study, seven
amendments to the original protocol were sought and approved (see Appendix 7). All were communicated
to all participating trusts.

Steering group and data monitoring committee

The OCTET Study Steering Group consisted of an independent clinician, a service user, a service user
organisation representative, a carer representative and a mental health lawyer. Its function was to advise
on the implementation process and on how to translate our findings into policy and practice.

The OCTET Trial also had a data monitoring committee (DMC) as part of its governance structure, as is a
prerequisite for all high-quality RCTs. The purpose of a DMC is to judge at agreed intervals whether or not
it is ethical and desirable to continue with the trial, by examining reports of interim data. The DMC is
asked to assess on the basis of these reports whether or not the trial should be stopped because:

® there are unanticipated adverse outcomes clustered in one arm, or
® the result is already clear (i.e. there is a statistically clear advantage to one arm because of a very large
effect size).

It was anticipated in the OCTET Trial protocol that the first report could be delivered for the committee’s
consideration 12 months after the study’s inception. Recruitment was delayed, however, by delays in
obtaining R&D approval and negotiating researcher access in the participating NHS Trusts, so at 12 months
we had follow-up data for only about 30 patients. This was deemed insufficient to give any meaningful
indication as to the trial’s progress. With the agreement of the DMC, we therefore decided to postpone
the first report to 18 months and the second to 24 months after the study’s inception. The statistical data
were prepared by a statistician who was independent from all data collection. Although the OCTET
research team assisted in her work, in particular by preparing the background information, they were kept
blind from all calculations of outcome data. The committee reviewed the project at the agreed time points
and saw no reason to stop the trial.

The composition of the OCTET Steering Group and DMC is given in Appendix 5.
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Chapter 6 OCTET Trial

Introduction

The need for a randomised controlled trial of community treatment orders

As the Introduction to this study made clear, CTOs were highly controversial when they were introduced
and have remained so (see Chapter 5). The key issues of contention in the period before their
implementation included:

® ethics — whether or not CTOs ought to be enacted
® legality — whether or not CTOs would comply with constitutional and/or human rights
® empirical issues — whether or not established CTO schemes had the intended beneficial outcomes.

The only methodology which could convincingly address concerns about the effectiveness of CTOs was
an RCT. We therefore designed the OCTET Trial to:

provide rigorous evidence to inform the debate about CTOs

demonstrate whether or not adding CTOs to community care reduced readmission rates and affected
a range of other outcomes

identify patient characteristics and care patterns associated with positive and negative outcomes
inform an economic evaluation.

This chapter draws substantially on papers by members of the OCTET Coercion Programme Group: the
trial protocol summarised in The Lancet (Burns et al.,®® with permission from Elsevier); its primary and
secondary outcome findings as published in The Lancet (Burns et al.,"® with permission from Elsevier) and
the tertiary outcome and subgroup findings (Rugkasa et al.,** with permission from John Wiley & Sons).

Development of the Trial design: consultation exercise
The aim of the OCTET Trial was to compare CTO use to voluntary outpatient treatment. A number of
ethical, legal and practical issues rendered this a complex undertaking.

In view of concerns being raised about the ethical, legal and practical issues of methodologies to test the
impact of CTOs, we conducted a consultation exercise with clinicians and legal, policy and ethical groups
in the spring and summer of 2008, before finalising the protocol for the OCTET Trial. As is reported below,
the exploratory work on the legal constraints involved led to our seeking a detailed legal opinion;

we report this separately (see Chapter 77).

This detailed consultation exercise involved numerous opportunistic discussions and a series of more
structured meetings to explore the ethical, legal, clinical and practical aspects to the proposed study
methodology and to obtain agreement about, and support for, the strongest test of the intervention, in
order to produce a detailed study protocol. The consultation exercise involved > 50 people from the full
range of stakeholders from the following groups:

patients and carer organisations and mental health voluntary organisations
MHA practitioners

mental health lawyers

academic legal experts

the MHRT

approved social workers

clinicians in inpatient and outpatient services

ethicists.
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There were some differences between the different groups of stakeholders, in particular between those
working with patients in a clinical capacity and those who practised mental health law as solicitors or

as representatives of the MHRT. Here we summarise the views expressed by each group, in turn. The
summaries represent the breadth of views in each group and the main points, from across the groups,
which were of relevance to the trial’s feasibility and design. It should be noted that this consultation was
conducted after the legislation had been passed by Parliament in 2007 but prior to the actual introduction
of CTOs on 3 November 2008, so none of the consultees had any practical experience of the new regime.

Clinicians and approved social workers

The long and heated debate preceding the introduction of CTOs nationally was reflected in the views
raised during our consultations. Some were concerned that CTOs constituted ‘incarceration in the
community’ and that CTOs might lead to a lowering of the threshold for compulsion so that a larger
proportion of people at relatively low risk might be subject to compulsion. Others commented that,
in practice, the new provision did not represent much change and that ‘we are doing it anyway with
Section 17 as a long leash: at least a CTO is honest'.

Clinicians noted that attitudes to CTO use had changed since the new legislation had been passed by
Parliament. Much of the opposition had dissolved and CTOs were rapidly becoming accepted as part of
the provision that was soon to be implemented. This was expressed in concerns or even fear associated
with not complying with the new legislation: ‘As a clinician, | will opt for a CTO because of the new law
[when it takes effect]. We would be frightened what will happen if we do not.” They were also concerned
about public harm and liabilities in the event that tribunals would discharge patients in the non-CTO group
who subsequently committed crimes. As such, CTOs were considered the more restrictive option, with
more control remaining with the clinician.

At the time of the consultation, few mental health professionals had received training on the amended
MHA and how it would impact on services. There was considerable uncertainty about how CTOs would
work in practice and whether or how Section 17 Leave would change. Prolonging Section 17 Leave was
seen as being likely to be challenged by tribunals, as the new Code of Practice indicated that this would
not constitute ‘good practice’. Psychiatrists were concerned that mental health lawyers might be eager to
test the amended MHA, and worries were expressed about how to explain to tribunals why an RC had
repeated Section 17 Leave instead of placing the person on a CTO. Several psychiatrists stated 'l don’t
want to be involved in the first judicial review'.

Mental health lawyers

Lawyers representing patients in tribunals emphasised the right of patients to make decisions about their
treatment, including taking part in trials; they suggested that legal representatives would be obliged to
take a client’s participation in any study into account when representing them at a hearing. They strongly
emphasised that patients must be fully informed about the trial and that the different mechanisms for
treatment following from randomisation should be made clear to patients prior to enrolment in the study.

The legal representatives we spoke to expressed surprise at the degree of fear of the MHRT among
clinicians. Their view was that a tribunal only recommends treatment and that it is a matter for clinicians to
‘stick to their guns’ regarding what they consider an appropriate course of action.

Academic legal experts

Unlike many clinicians, who believed that the clinical effectiveness of CTOs needed to be tested, some of
the academic legal experts we consulted saw the overall research question as being of limited interest to
the law, since the amended MHA had already been passed by Parliament and CTOs were soon to become
part of the MHA.

Some legal experts expressed uncertainty whether or not the new Act presented the option of using
Section 17 Leave as the control arm of the trial, given the directions in the Code of Practice; they
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anticipated that MHRT hearings would insist on the Code being followed. They thus saw the MHRT,
despite its inability to go beyond recommending treatment, as potentially exerting influence over the trial.

The legal experts also identified a worry about a shifting threshold for detention, and they described

the new Act as ‘vague’ on this point. Some believed that the introduction of CTOs might lead to an
increasingly ‘defensive practice’ in which clinicians might leave it to tribunals to discharge patients from
CTOs. Moreover, would some such ‘defensive’ clinicians, if a patient were randomly allocated to be
managed without CTO, end up using Section 17 Leave for longer periods than they would have done
otherwise and thus threatening the naturalistic design of the trial? Some experts were also sceptical as to
whether or not clinicians would be willing to put patients forward given that the randomisation would
lead to some patients who were deemed appropriate for CTOs not being put on to CTOs.

The legal experts raised two related issues regarding clinical equipoise. First, would there be genuine
equipoise when the clinical judgement was that CTO would be appropriate? Second, would clinicians who
were willing to put patients on to a CTO be in equipoise? In other words, once a clinician deemed that a
CTO was appropriate for a particular patient, would they then deem CTOs to have benefits and by
definition not be in equipoise?

Mental Health Review Tribunal

Those representing the MHRT expressed a different view of the Code of Practice compared with some
academic lawyers. Although, from the point of view of Government, there would be little point in issuing a
new Act with provision for CTOs without a steer as to their use, they argued that case law illustrates that
the Code does not constitute a statute; making decisions contrary to the Code might therefore be in
adherence with the MHA.*® Moreover, they pointed out that the Code is directed towards clinicians rather
than tribunals.

Regarding the appropriate treatment arms for a study, the MHRT stakeholders raised the issue of what
would constitute the least restrictive option. Established case law and European law require a tribunal to
apply the least restrictive option. As a matter of law, the MHRT stakeholders considered that if a patient
were subject to Section 17 Leave, this would mean that Section 3 was still active and the patient was still
detained, whereas a CTO would represent a form of discharge from Section 3 (unless the patient was
recalled), so that the patient would not be considered to be detained despite the restrictions to their
personal freedom. Contrary to the impression of most clinicians, they thus saw CTOs as the least restrictive
option, based on Article 5 of the European Convention on Human Rights (albeit not yet tested in a

court of law).*® Following from this, they considered that it would be difficult for a tribunal to believe
simultaneously both that Section 17 Leave was appropriate and that a CTO was appropriate for a
particular patient. They expressed a degree of surprise at what they saw as ‘liberal’ views and uses of
Section 17 Leave among clinicians, as, from their point of view, it constituted part of Section 3.

This position on the relative restrictedness of CTO and Section 17 Leave was seen as relevant to the
equipoise of any clinician participating in a trial. The MHRT stakeholders explained that when a tribunal
looked at a patient’s circumstances (e.g. treatment, potential risks) and decided whether or not, on
balance, continued detention or a CTO was justified, only clinical arguments would be considered. If the
clinician were in genuine equipoise, it was suggested, they might be unable to provide such an argument.
They advised us to seek separate legal advice to address this issue.

From the viewpoint of the MHRT stakeholders, it was mental health lawyers who might provide a challenge
to the trial: they might be eager to test the new provision via judicial review should they believe that a
tribunal had been influenced in any way by any factors other than Statute. They also noted, however, that
a robust clinical argument would in most cases suffice for the use of either option; while the tribunal might
recommend a CTO, clinicians did not have to follow their recommendation. They commented that perhaps
some clinicians ‘fear the tribunals too much’.
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Service user representatives

There was less enthusiasm for taking part in the consultations among service user representatives and
mental health organisations than among the other groups of stakeholders and thus fewer people took
part or expressed their views. Overall, there was strong support for testing the effectiveness of CTOs,

but they expressed concern over the lawfulness of randomisation and whether or not clinicians would find
it ethical to randomise. They also reiterated the importance of fully informing patients about what

taking part would entail and of their right to withdraw, and recommended using a wide range of
outcome measures.

Key issues raised in the consultation exercise

The consultation exercise thus elicited a range of views as to the various legal, clinical and practical aspects
of the proposed protocol. In particular, although many clinicians considered CTO to represent a more
coercive alternative than Section 17 Leave, many lawyers considered it to be less restrictive. Three issues
emerged overall:

1. what would constitute appropriate treatment arms of the study
2. issues of equipoise
3. whether randomisation between different legal statuses would be lawful.

These are summarised here along with the conclusions we reached about our trial design based on
the consultation.

Treatment arms It was clear that to randomise between a CTO and voluntary status, as the two US RCTs
had been able to do, would be unacceptable to clinicians and ethicists, and might be considered unlawful
should it be tried in the courts. The consultation exercise confirmed that patients in the control arm of

our trial should instead leave hospital via Section 17 Leave. Many consultees were concerned about the
lawfulness of prolonged use of Section 17 Leave or how it would impact on the research. To preclude

the threat of prolonged use of Section 17 Leave during the trial, which would serve as a de facto CTO and
contaminate the results, we decided that we would recruit only from clinicians who used Section 17 Leave
as intended by the Code of Practice that accompanies the amended MHA. This states that if extending
Section 17 Leave beyond seven consecutive days, the RC should consider a CTO instead. This gives a

clear indication that Section 17 Leave should be treated as a short-term measure, whereas prolonged
community compulsion should be managed by a CTO.

As the legal analysis indicated, for the trial to be lawful, patients needed to be randomised to two equally
restrictive positions. Therefore, this confirmed that it would not be lawful to randomise a patient either to
be put on a CTO or to be discharged to voluntary status. The solution, which our experts deemed to be
both ethically and legally valid, was to randomise the patients to leave hospital either on a CTO or via
Section 17 Leave. Those in the control arm (henceforth referred to as the ‘non-CTO arm’) would then
proceed to voluntary care.

Equipoise The issue of equipoise is central to all RCTs, as no clinician should put forward a patient to a
trial if he or she considers treatment in one arm to be inferior to that in the other. Given the fact that
there was no robust evidence for CTO effectiveness at the time and that English psychiatrists did not have
any clinical experience on which to base an opinion, by definition a state of equipoise existed. We decided
to recruit only from psychiatrists who accepted this. This was in order to address the concern that a
psychiatrist might be willing to refer one patient but not another (cherry-picking the RCT patients). Given
the state of the evidence, if one were in equipoise in one case, one must be in equipoise on all cases. We
did accept, however, that there might be exceptional circumstances (such as insistence from family) when
an eligible patient was not put forward. Moreover, there were psychiatrists who, perhaps as a result of the
heated debate preceding the introduction of CTOs, were convinced that CTOs would be the best option,
and there were also psychiatrists who were equally convinced that CTOs were not effective or should not
be used for ethical reasons. It was considered unlikely that either of these groups of psychiatrists would
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participate in the trial. This is a limitation that applies to most RCTs. (For further details about the state of
equipoise, see Chapter 11.)

Lawfulness of randomisation The legal experts involved in our consultation exercise identified a need for
further work on understanding the legal issues arising from our proposed trial design and this issue was also
raised by the Research Ethics Committee. Following their initial review, and the stakeholder consultation, we
therefore commissioned a formal legal opinion from John Dawson, Professor of Law, and Marion Rickman,
mental health lawyer (and subsequently tribunal judge). This concluded that our protocol was lawful. To
arrive at this decision, they examined three features of the law in detail to answer the questions:

® Do the legal criteria for the two chosen treatment arms overlap? Is there therefore a group of patients
who may simultaneously meet the legal criteria for both treatments?
Are both the treatment arms equally restrictive in terms of the patient’s liberty?
Is there a situation in which RCs can be genuinely uncertain as to which of the two treatments is the
more appropriate option for an individual patient?

They concluded, respectively, that:

there would be a number of patients fulfilling the criteria for detention under both regimes
it was difficult to ascertain which of the two treatment arms would constitute a more or less
restrictive option

® genuine equipoise existed, making it both ethical and lawful for RCs to allow a specific group of
patients to be randomised between a CTO and Section 17 Leave.

Thus, within particular constraints, their legal opinion was that an RCT of CTOs would be feasible.
(The legal analysis is reported in detail in Chapter 11.)

The legal analysis also concluded that the period soon after the change in the MHA would provide a
window of opportunity to study the outcomes for patients of the varying clinical practices that were
likely to emerge from the position of equipoise in which clinicians would find themselves at that point,
because of genuine uncertainty about both treatment efficacy and the proper application of the law.
The legal analysis also advised on the correct procedure for randomisation and advised that clinical
decision-making should not be influenced by the patient’s participation in the trial or randomised
allocation (see Overview of the OCTET Trial).

The exploration of legal, ethical and feasibility issues during the consultation period shaped the final research
protocol. In addition to clarifying the randomisation process, it also helped shape the design of eligibility criteria,
outcome measurement and strategies for recruitment and data collection, all of which we describe next.

Overview of the OCTET Trial

Design

The OCTET Trial was a single-outcome, parallel-arm, non-blinded randomised trial. Its primary objective was
‘to conduct the most rigorous trial possible of CTOs with prolonged, high-quality care incorporating a broad
range of outcomes, and identify patient and service predictors of response’. Our aim was to compare CTO
use to voluntary outpatient treatment. This aim was modified on the basis of the legal analysis, as explained
above. Our trial therefore randomised the patients to leave hospital either on a CTO or via Section 17 Leave.
There was an understanding that for patients in the non-CTO arm, Section 17 Leave was to be used
according to the MHA Code of Practice* and be restricted to a short period of days, or at most weeks, before
discharge to voluntary care took place. The trial thus randomly assigned patients to receive one of two forms
of mandatory outpatient care at the point of discharge from inpatient care: the two main options for
clinicians regarding patients who needed ongoing supervision in the community from November 2008
onwards. Patients were assessed at baseline, and at 6 and 12 months, and the primary outcome measure
was readmission to hospital, as detailed below and represented in the OCTET flow chart (Figure 3).
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Taking into account the findings from the North Carolina RCT,®* which suggested a correlation between
outcomes and the combination of duration of CTO and intensity of services, we designed the OCTET Trial
so that patients in both arms would receive approximately weekly contact with services. This was in line
with common practice for this group of patients in English services.

Eligibility

Patients were deemed eligible for the study when the RC and AMHP agreed that they needed ongoing
supervision in the community, but (after having considered the relevant legal standards, including the
guidelines in the Code of Practice) when clinicians recognised the uncertainty as to which option was more
appropriate (CTO or non-CTO). Potential referring clinicians who held strong views in favour of certain
patients being likely to be more or less well on a CTO were actively discouraged from referring any
patients to the trial, so that the referring clinicians would be those, reflecting the evidence base, with a
neutral view (accepting the state of equipoise), thus avoiding cherry-picking. Clinicians who used Section 17
Leave as a de facto CTO were excluded from recruiting to the trial.

During the preparations for the amendment of the MHA, discussions around CTOs focused almost
exclusively on the situation of so-called revolving-door patients, that is, patients experiencing frequent
relapse and readmission to hospital. Both expert views and the evidence from other jurisdictions suggested
that CTOs were likely to be mostly used for patients with psychosis in adult mental health services. The
amendment did, however, pave the way for the use of CTOs for a much wider group of patients, including
those with learning disabilities and in forensic detention. Given the potentially different clinical uses of
CTOs for different patient groups, we decided to design the trial to focus on a relatively homogeneous
group of patients. We therefore decided to exclude those on restricted forensic sections and those without
a primary diagnosis of psychosis, as well as those in adolescent or older adult services. Including the other
groups would require a significantly larger sample size, which could prove unachievable given restrictions
of time and resources. The group included matched those studied in the majority of CTO studies
internationally, to facilitate comparisons.

Clinical decision-making

Once we had recruited a patient and conducted the baseline interview, legal advice indicated that the
correct procedure was for the independent statistician to advise the RC on the random allocation, who
would then allocate the patient to either the CTO group or the non-CTO group. In practice, RCs referring to
the trial undertook to allocate the patient according to the statistician’s advice; this is no different from the
usual randomisation procedure in any RCT. This procedure is referred to simply as ‘randomisation’ below.

After patients had been recruited and randomised, it was stipulated that when RCs made decisions about
them, they should strictly adhere to the statutory process and criteria in every case, as the law required,
and should fully consider every option open to them within the legal regime and the relevant factors listed
in the statute or the Code of Practice. We thus did not exercise control over clinical decisions subsequent
to randomisation. Patients in both groups retained all their usual legal rights, including their right of access
to the MHRT, which might discharge them from compulsory treatment. No attempt was made to influence
how clinicians subsequently managed these patients, including whether the clinicians decided to renew

a patient’s treatment on Section 17 Leave or renew their CTO. When a patient was discharged from
involuntary treatment by the RC or the MHRT, or transferred from Section 17 Leave to a CTO, for instance,
as required by law, this would simply be counted as one outcome of the process for that patient.

Patients in the CTO arm of the study might therefore, during the follow-up period, be recalled to hospital, have
their CTO revoked or be discharged from it. Patients in the non-CTO arm might be discharged to voluntary
status after the initial period of leave, or might have it renewed, or they might, in exceptional cases, be put on a
CTO. (Details of which of these scenarios we handled as protocol violations are given below, under Methods,
while actual protocol violations appear under Results.) Given the Code of Practice, there was a reasonable
expectation that the majority of patients randomised to the non-CTO arm of the trial might proceed fairly
swiftly to voluntary status. We collected data on changes to legal status systematically as part of the trial.
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Procedures and NHS permissions

Permission to carry out the trial needed to be obtained for each trust, and each research assistant
needed to obtain personal permission to access professionals, patients and medical records in each trust.
We sought permission to conduct the trial locally from R&D offices in around 60 NHS trusts that provided
mental health services in England. All trusts within a reasonable travelling distance were approached.

Having secured R&D approval, we carefully mapped that trust's services before embarking on extensive
information sharing and a series of meetings with the mental health teams to secure their collaboration.

We then identified potentially eligible patients from a network of CMHTs and AOTs agreeing to participate
in the trial. In NHS trusts with a split between inpatient and outpatient services, patients were recruited via
the inpatient service. This happened, however, in agreement with the outpatient service to which the
patient would be transferred when leaving hospital. All community teams had to be able to provide
approximately weekly contact with the patient.

Following identification of an eligible patient, a member of the care team then approached the patient and
secured agreement that one of the study researchers could make contact. This researcher then assessed
and recorded the patient’s capacity to participate in research and sought written informed consent for
inclusion in the study. Once the consent form had been signed and the baseline assessment completed,
the patient was randomised.

For the follow-up interviews, the researcher contacted the mental health team to confirm that the patient
was still in their care or, if not, where they were then based; and whether they believed that it was
appropriate to contact the patient.

Obtaining access in NHS trusts

Obtaining permission in the NHS trusts we approached proved much more time-consuming than expected.
The time required to deal with our applications varied considerably. Although one trust was able to process
the necessary paperwork in a matter of days, for others it took nearly a year; in some cases, it took longer
and we were eventually obliged to give up. The extent of documentation required varied and, although this
was usually easily dealt with, it caused some delays, in particular in the cases when a trust required specific
contracts drawn up between themselves and the host trust. One trust refused collaboration because the
service leads did not give their support to the study. Two others refused as a result of their own internal
peer reviews of the protocol: one review concluded that there was no immediate benefit to that trust; the
other deemed the protocol unethical. It took us between 2 days and, in one case, 11 months, to gain R&D
permissions in the 44 trusts. Of these 44 trusts, 32 trusts — predominantly in the Midlands and southern
England — recruited to the trial (see Results, below).

Each of our research assistants (14 in all, over the 28 months of recruitment and data collection) was
required to obtain individual permissions in each of the collaborating trusts in which they were working.
We found that a wide range of procedures for obtaining such letters of access was required. Despite NHS
guidelines, a number of trusts required new Criminal Records Bureau (CRB) checks to be conducted,

which caused several months delay in each case. In total, 607 letters of access, 56 honorary contracts,

17 research passports and seven clinical licences were processed and issued to our researchers: on average,
21 contracts per trust. In addition to this, 51 CRB checks were also performed (on top of those issued on
behalf of the employing trust).

Getting mental health teams and their patients on board

We initially focused on recruiting from AOTs, so began by mapping the location and contact details of
these teams in the participating trusts. It proved more difficult than we had expected to find out the
number and location of AQTs, as it was hard to find people within each trust with an overview of how
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services were organised and divided both geographically and functionally. This process resulted in a largely
complete map of AOTs across our chosen trust areas, of which there were approximately 200.

We had initially envisaged that the vast majority of the patients placed on CTOs in England would come from
AQTs, as both AOTs and CTOs were designed to be employed for revolving-door patients. We quickly realised,
however, that a considerable proportion of patients from regular adult CMHTs were also being placed on
CTOs, and we therefore made the decision to recruit from these CMHTs as well as AOTs. This was a huge
undertaking. Not only were there on average three times the number of CMHTs as AOTs in each trust,

but also the functional split between inpatient and outpatient care meant that all of the inpatient services

into which CMHTSs fed had to be contacted separately. This meant that we had a total of approximately

1000 potential teams, including CMHTs and AQTSs, as well as approximately 500 inpatient units.

We contacted by e-mail and telephone the team leaders, the consultant psychiatrist for each team and

the medical directors for each trust. It was at this point that it became apparent to us that services were
increasingly being split into those providing care for inpatients and those providing care for outpatients.
This situation differed from the pre-existing arrangement in which a consultant psychiatrist was attached to
a particular geographical area, within which he or she had responsibility for the care of patients regardless
of whether they were currently in hospital or in the community. This increased the number of consultant
psychiatrists we were to contact considerably.

Once contact had been established with the mental health teams and information about the OCTET Trial had
been sent to them, we used a combination of large meetings, forums, academic meetings and individual
team meetings to inform teams and doctors about the study and agree a plan for the recruitment of their
patients to the study by their own referral. We also met with ward managers and inpatient consultants to
secure their agreement for us to monitor the inpatient wards for eligible patients. We then e-mailed or
telephoned the clinicians responsible for potentially eligible candidates to seek their permission to meet the
patient and proceed with the consent process. Our recruitment therefore proceeded along two routes: both
through the direct referral of patients by the consultant and team and through the identification of eligible
patients from wards.

In getting teams on board, holding large meetings in which many teams and doctors were present was
most successful. In these meetings, the issues surrounding the OCTET Trial were thoroughly discussed.

In each case, we then held a series of smaller meetings with individual interested teams and consultants,
to discuss practicalities and specifically to ascertain whether or not there were any suitable patients known
to the team. This ensured that research assistants mainly travelled to individual teams that had already
expressed interest in the study and that were aware of the broad outline of the study. Even so, many
teams were unable to find eligible candidates once they heard the inclusion criteria in more detail, even
when they were happy to do so in principle. In these cases, the inpatient ward monitoring process was
designed to ensure that should any eligible candidates exist in the future, they would be identified.

Ultimately, recruitment was most successful with teams and doctors who had met a member of the team
in person and had the opportunity to discuss any issues and concerns in detail. Owing to the number of
teams involved, this initial setting-up phase of the study was both resource heavy and time-consuming.
Once the teams and doctors were familiar with the study team, however, they were often happy to receive
further e-mails prompting them to refer or asking permission to see a patient identified on the ward.

This system made recruitment reliable and efficient, despite requiring a considerable input of effort initially.
Because of the complexity of the study, the recruitment of patients by a less personal process, for example
solely by e-mail, often resulted either in a refusal to recruit, or in confusions and misunderstandings about
the study process, and ultimately wasted time. As teams were located in such disparate locations as
Cornwall, Lincolnshire, Greater Manchester and Birmingham, one of the biggest challenges in the OCTET
Trial was to use this personal and hands-on approach with a team of six researchers, all of whom were
based in Oxford.
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Potential obstacles to referral were many and varied. First, some team members or consultants were not in
equipoise, so were opposed in principle to allocating their patients randomly to one of two different legal
statuses. Both the multidisciplinary nature of mental health teams and the functional inpatient—outpatient
split increased the number of professionals involved in, and responsible for, the care of individual patients,
which ultimately increased the likelihood of at least one of those professionals objecting to the patient’s
involvement in the trial. This proved to be the biggest problem: when the parties in disagreement were
the inpatient and outpatient clinicians for one patient, one of whom would implement the CTO, or not,
depending on the outcome of randomisation, and the other of whom would manage the patient in the
community. If these parties could not agree on the acceptability of randomisation then recruitment could
not go ahead. Once a patient had been identified as eligible and permission had been gained from both
the inpatient and outpatient consultants, and the relevant team members where necessary, we would be
able to approach the patient.

This final stage of recruitment also posed several problems. First, access to wards in trusts that were
remote from our own proved at times unreasonably difficult, given that we had official researcher access
to all relevant sites. Second, a lack of communication between doctors and ward staff, or within the ward,
resulted in a few cases in patients being sent on leave or discharged before we could see them. This was
despite the rapidity with which the research team responded to patient referrals, often seeing patients no
more than a few hours after they had been referred. A third issue was premature referral, which resulted
in some patients being too unwell at the time we saw them to give informed consent. This did not often
prevent the patient being recruited, as the researchers would return to the ward when they were well
enough, but it did waste time and resources. Last, patients themselves sometimes refused to take part or
were judged by the research team to lack the capacity to consent. We stayed in contact with the recruiting
teams regularly via e-mails or phone calls, and we produced a monthly newsletter in which we provided
information about the progress of the trial and relevant information about CTOs. We stayed in touch with
patients via postcards at Christmas and made contact again some weeks before each 6-monthly interview.

In these extensive recruitment activities, we got considerable support from the Mental Health Research
Network, the clinical support officers of which often provided considerable practical assistance in local NHS
trusts, such as making contact with hospital wards and local clinicians, and in some cases helping with
obtaining R&D access and accessing medical records.

In total, the study team assessed 442 patients, of whom 336 were randomised, as we detail in Results.

Recruitment took place from 10 November 2008 to 22 February 2011.
Eligible patients were those:

aged 18-65 years (in line with local administrative procedures for adult mental health services)
diagnosed with psychosis

currently admitted under Section 3 or Section 37 (without restrictions) of the MHA

not currently subject to any other legal restrictions

judged by their clinicians (RC and AMHP) to need ongoing community treatment under supervision
able to consent to take part in research and give written and informed consent

not participating in the study already (i.e. patients with multiple admissions throughout the recruitment
period should participate in the study only once).
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We did not exclude patients with insufficient English language to complete the interview. As the research
instruments were not validated in different languages, these patients could not be interviewed, but we
collected data from their medical records and invited them to take part in the Qualitative Study in their
own language.

Patients were not eligible if they were:

unable to give informed consent (e.g. advanced dementia or mental disorder too severe)
subject to incompatible legal restrictions on treatment

considered to be clear candidates for immediate discharge to voluntary treatment
already on Section 17 Leave for > 30 days.

We invited mental health professionals to complete questionnaires about their therapeutic relationships
with the patient and the patient’s quality of life if they were:

® currently the care co-ordinators of the recruited patient and employed by the NHS at baseline and/or
12 months
® providing care for the recruited patient (for at least the past 3 months).

We originally intended to recruit family carers of the sampled patients to undertake a questionnaire survey
at the 6-month follow-up point. We later decided to omit this, however (see Changes to protocol from
original proposal).

Objectives and hypotheses

The primary objective of the OCTET Trial was to test the hypothesis that patients with psychosis and a
history of compulsory admissions in the CTO arm of the trial would experience a reduction in readmissions
to hospital compared with those not placed on a CTO. The secondary and tertiary objectives were to
investigate whether or not such patients would experience a greater delay to readmission, shorter
admissions or improvements in a range of clinical and social outcomes.

The exploratory objectives of the trial were to identify the baseline characteristics of patients associated
with differential treatment effects; to examine the factors (other than treatment group) associated with
readmission; and to explore the effect on readmission of process variables such as rate of contact.

Cost-effectiveness was also evaluated and this is reported separately (see Chapter 7).

Sample size and power calculation

The North Carolina trial®* demonstrated a difference of 16% in the proportions readmitted to a psychiatric
hospital within 12 months (32% in the group under outpatient commitment vs. 48% in the control arm).
We calculated that to detect a similar difference with a significance level of 5% and power of 80%,
assuming that rates of readmission would be comparable in our control group, would require a sample
size of 288 patients. We predicted that attrition would be negligible, as primary outcome data would

be available from medical records. With this number of patients, we calculated that we would also

be able to detect either of the following differences as statistically significant at the 5% level with

80% power:

® a 14-day difference in the mean number of days spent in hospital over 12 months (e.g. a reduction of
28 days to 14 days)
¢ a difference of 0.43 in the mean number of readmissions over 12 months.
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We collected data from medical notes and structured patient interviews with independent, trained
researchers at baseline and at 6 and 12 months. Detailed assessments included demographics, clinical
history, prior MHA use and criminal justice history. We assessed current status using well-validated and
widely used structured questionnaires, as detailed in Instruments. The researcher read out the questions
and recorded the patient’s replies. The full assessment battery took between 45 and 90 minutes to
complete. We pursued notes from other teams or hospitals or from MHA offices when applicable. In all
cases, we collected all primary outcome data from Trust information systems. We collected data on
diagnosis and current medication from case notes. We also confirmed data on sociodemographics and
psychiatric history, collected in the Socio-demographic Schedule (see Instruments), from case notes.

We collected 6-month data for use in the analyses along with the 12-month data, but did not intend

to report them independently. We used the three data points in order to have sufficient power for the
modelling of the within-patient variability in the multilevel analysis. Collecting 6-month data also ensured
that the research team was able to keep in contact with the patients and as a safety net in case there
proved to be significant difficulties in follow-up at 12 months.

We chose outcome measures for the trial based on the evidence in the literature about the most
appropriate hospitalisation outcomes to capture the outcome and process of CTOs, as well as relevant
clinical and social functioning outcomes (see Chapter 5, Background). We chose the rate of readmission
as our primary outcome because CTOs had been legislated explicitly for this outcome. It was the primary
outcome in most major studies,**%' including the only two published randomised trials.5*5 It is also
accepted as the best measure for relapse prevention® and therefore a proxy for community stability.

The primary outcome measure was therefore psychiatric readmission in the 12-month follow-up period, as
a binary outcome. We defined a readmission as the period between the patient’s admission date and the
date on which the patient left hospital, which should include at least one overnight stay. Readmissions
could be either voluntary or involuntary. We did not classify recall to hospital of a patient on a CTO as a
readmission, as it was understood as being part of the CTO process rather than an outcome. If a recall
ended in the CTO being revoked, we counted this as a readmission, calculated from the first day of the
recall. The follow-up point was defined as 365 days after randomisation (referred to below as ‘follow-up’).

Secondary outcomes related to readmission followed the same readmission definition and constraints.
We mainly obtained these from medical records. They represented patterns of readmission, as follows:

number of nights in psychiatric hospital from randomisation (index) to follow-up

days in community until first readmission

number of readmissions from first discharge to follow-up, per patient

days under legal compulsion (measured by time being subject to the MHA 2007 under Sections 2, 3, 4,
37, 48, 49, 135, 136 or on a CTO) from randomisation (index) to follow-up

number of patients with multiple readmissions.

Tertiary outcomes were mainly self-reported patient outcomes. These were:

clinical and social outcomes

medication

experiences of and satisfaction with services
experiences of leverage and perceived coercion
employment.

Safety outcomes were covered by self-reported items in the clinical research forms. Additional safety
outcomes included death and cause of death.
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Instruments

We utilised the following instruments with patients to measure the outcomes detailed above. Unless
otherwise specified, they were patient rated at baseline and at 6- and 12-month follow-up, and relate to
the 6-month period prior to interview.

Demographics and psychiatric history
® The OCTET Socio-demographic Schedule This collected data on three areas:

O ‘Self and Home' (basic information including age, sex, ethnicity and educational achievement,
employment, family, including marital status; living situation).

O “Clinical History" (diagnosis, psychiatric history, current psychiatric medication), which was
corroborated from medical records.

O ‘Legal History’ (criminal convictions, imprisonments).

Clinical and social outcomes

® Symptom severity The Brief Psychiatric Rating Scale (BPRS),”” a researcher-rated instrument, was used
to assess symptom severity on a scale from ‘1’ (not present) to ‘7' (extremely severe) over the last
2 weeks. The total score (range 24-168) is a sum of ratings across 24 symptom domains.

® Insight The Insight and Treatment Attitudes Questionnaire (ITAQ)*® is an 11-item questionnaire
assessing patient awareness of illness and need for treatment on a three-point Likert scale (no =0,
possibly = 1, yes = 2). Total scores range from ‘0’ (no insight) to ‘22" (full insight). Its two subscales
are the Awareness of lliness Scale and the Attitude to Treatment Scales (range 0-10 and 0-12,
respectively).

® Substance misuse The CAGE*'® is a screening questionnaire for alcohol and drug misuse. Four items
are rated for each area, covering the last 30 days, with yes/no responses. Two or more positive
responses indicate a drink/drug problem. Its four questions focus on ‘Cutting down’, ‘Annoyance by
criticism’, 'Guilty feeling’ and ‘Eye-openers’, providing the acronym for the scale.

e Social functioning The Global Assessment of Functioning (GAF),"" a researcher-rated, single-item scale,
was used to assess impairment in functioning over the previous 2 weeks. Scores range from ‘1’ (severe,
life-threatening impairment) to ‘100" (superior functioning). The rating is based on the information
collected during the course of the interview.

® Overall social outcomes The Objective Social Outcomes Index (SIX)'* summarises objective indicators of
social outcomes (employment, housing, living status and social contacts) in one overall score (range
0-6), with higher scores indicating better social outcome.

® Health-related quality of life The EuroQol-5 Dimensions (EQ-5D),'® a non-disease-specific five-item scale,
is commonly applied in health economics research and was used to ascertain the patient’s self-description
and valuation of their health status. Data from this measure are reported under OCTET Economic
Evaluation (see Chapter 7).

Medication

Type of medication We collected data on prescribed psychotropic medication from medical records.
Attitudes and adherence to medication The Drug Attitude Inventory, 10-item version (DAI-10)'%1°
assesses experiences of, and attitudes towards, medication. Patients rate 10 statements as true or false
(variously scored as ‘1" or “1"). The total score ranges from ‘=10’ (negative subjective response/
adherence) to "10’ (positive subjective response/adherence).
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Experiences of services

Therapeutic relationships The Scale To Assess Therapeutic Relationship—Patient Version (STAR-P)'%
assesses community patients’ relationships with their care co-ordinators. Patients rate, on a five-point
Likert scale (0-4), the frequency with which communication, consultation and trust is present in
interactions across 12 items, which constitute three subscales: Positive Collaboration (range 0-24),
Positive Clinician Input (range 0-12) and Non-Supportive Clinician Input (range 0-12). The total
STAR-P score ranges from ‘0" to ‘48'. Higher scores indicate better relationships on all scales

(with Non-Supportive Clinician Input being reverse scored).

Satisfaction with services The Client Satisfaction Questionnaire (CSQ-8)'" assesses satisfaction with
health services on eight items using a four-point Likert scale (1-4). It yields a total score ranging from
‘8" (low satisfaction) to ‘32’ (high satisfaction).

Preference for joint decision-making and information-seeking The Autonomy Preference Index (API),'%®
adjusted to the mental health setting,’® is a 23-item questionnaire on preferred autonomy (14 items
were utilised for the purposes of our analysis). Its two subscales are the Decision Making Preference
Scale, which measures patients’ desire for their own rather than their psychiatrists’ involvement in
clinical decision-making, and the Information Seeking Preference Scale, which measures patients’ desire
to be informed about their illness and treatment. Both use five-point Likert scales (strongly agree =1,
strongly disagree = 5). Adjusted scores for each subscale range from ‘0" to “100’, where ‘0" is a lack of
desire to be involved/informed, ‘100’ the strongest possible desire and ‘50" indicates a neutral stance.

Experience of leverage and informal coercion

Experience of coercion The MacArthur Leverage Interview’ ascertains patients’ experience of leverage.
Leverage was defined as making support to obtain housing, money and child custody conditional

on treatment adherence or reducing or dropping criminal charges if patients adhered. It is a
semistructured interview designed to ascertain experience of leverage during the 6 months prior to
interview and across the patient’s lifetime. Here we report experience over only the previous 6 months.
We adapted it for use in the English setting for the ULTIMA Study, including adding a section

asking about child access. Questions test for both access to, and potential withdrawal of, benefits.
Any positive response within a specific coercion area counts as ‘reported’ (Box 2).

Perceived coercion The MacArthur Admission Experience Survey (AES),""" adapted for outpatient use,"
contains 14 statements rated on a five-point Likert scale (1 = strongly agree, 5 = strongly disagree).
There are three subscales:''® the Perceived Coercion Scale assesses perception of influence and control
in treatment decisions (range 5-25, with a high score indicating a high level of perceived coercion);
the Negative Pressures Scale assesses experienced threats and force (range 6-30, with a high score
indicating higher negative pressure after reverse scoring); and the Procedural Justice Scale assesses
experience of having a say in one’s care (range 3—-15, with a high score indicating feeling /ess involved
in one's care). No total score for the AES was utilised.

Fairness and effectiveness of pressure The Index of Fairness assesses patient agreement with
statements on the fairness of any treatment pressure they have experienced in the last 6 months,

and the Index of Effectiveness assesses their views of how effective this pressure has been in making
them stay in treatment and gain control."*'"* It is rated on a five-point Likert scale (1 = strongly agree,
5 = strongly disagree) with a total score for each scale (range 4-20), with higher scores indicating that
the pressure is viewed as more fair/effective.

Service usage

A modified version of the Client Service Receipt Inventory (CSRI),"'® which measures the number and
duration of contacts the patient has had with a range of health and social care professionals during
the 6 months prior to interview and the location of these meetings (24 items). (Some data from this
measure are reported below but it was most extensively used for the OCTET Economic Evaluation
reported in Chapter 7.)

NIHR Journals Library



DOI: 10.3310/pgfar04210 PROGRAMME GRANTS FOR APPLIED RESEARCH 2016 VOL. 4 NO. 21

BOX 2 Questions used to identify experienced leverage

Housing

Have you ever lived somewhere where you were required to stay in mental health or substance use treatment
(or required to continue taking your medication) to keep living there (including family home)?

Have you ever been told that obtaining new accommodation is dependent on you taking treatment?
Finance

Has a financial manager/guardian ever made giving you your money or giving you spending money depend
on whether you did what he or she wanted in terms of getting mental health, alcohol or drug treatment
(or taking medication?)

Whether or not you have a financial manager/guardian, has anyone who handles your money for you or helps
you manage your money ever made giving you the money or giving you spending money depend on whether you
did what he or she wanted in terms of getting mental health, alcohol or drug treatment (or taking medication?)

Criminal justice

Has anyone in the legal system ever told you or your lawyer that the charges will be dropped or reduced if you
get treatment in the community for your mental health, alcohol or drug problems?

Has a mental health professional, or anyone in the legal system (a judge, a magistrate or your lawyer), or their
report, suggested that you take treatment for a mental health problem as a condition of not going to prison?

Child custody

Have you ever been told that your children might be taken into care if you did not participate in mental health,
alcohol or drug treatment (or taking your medication)?

Have you ever been told that your access to see your children would be reduced if you did not participate in
mental health, alcohol or drug treatment (or taking your medication)?

Adapted from Burns T, Yeeles K, Vazquez-Montes M, Sheehan K, Linsell L. Pressures to adhere to treatment
('leverage’) in English mental healthcare. Br J Psychiatry 2011;199:145-50,''° with permission from the Royal
College of Psychiatrists.

(The full Schedule of Procedures and the instruments listed here are available from the authors on request.)

Outcome data from medical records

We collected outcome data on readmissions and MHA use from patients’ medical records. This included
guestions on legal status (whether under section or not), CTO recalls and conditions (both over 12 months),
tribunals and managers’ hearings. We also pursued notes from other hospitals and from the criminal justice
system where applicable.
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Blinding

It would, of course, be impossible to blind clinicians or patients in a trial for which knowledge of the
intervention is part of the intervention itself. Moreover, it would be unlawful not to inform each party of
legal status. It was not possible to blind researchers to randomisation. Research assistants were blind to
randomised status during the baseline assessment.

Randomisation and masking

Randomisation was a stratified block design with a 1: 1 allocation ratio. Eligible patients had an equal
probability of assignment to each arm of the trial. Patients were randomised individually to either the

CTO or the non-CTO arm by an independent statistician using stratified block randomisation for gender
(male/female), schizophrenic status (yes/no) and duration of illness (< 2 years, > 2 years). We developed the
randomisation code using a computer random number generator to select random permuted blocks.

The block lengths were two, four and six, varied randomly.

A researcher independent to the trial team enclosed assignments in sequentially numbered, opaque,
sealed envelopes and stored them. The details of the sequence remained unknown to all members of the
trial team until recruitment, data collection and analyses had been completed. The sealed envelope was
labelled with the stratum number, gender, schizophrenic status, duration of illness and an envelope
number. A matching label inside, also numbered, specified the intervention arm. Randomisation took place
after consent had been obtained and the baseline interview had been performed. The envelope was
opened on the day of the interview by the independent researcher after recording the patient’s trial
identification number on the envelope. She then communicated the randomised allocation to the
recruiting researcher by telephone. As randomisation involved allocation to different legal statuses,

it was both impossible and unlawful to mask research assistants, treating clinicians or patients.

Protocol violations
Protocol violations were predefined as arising when patients were:

® withdrawn

® ineligible

® discharged to the wrong treatment arm
® never discharged from hospital.

Patients who were protocol violators of any of these predefined types were included in our intention-to-treat
analysis. We counted those patients who never left hospital during the follow-up period as having had one
readmission of 365 days.

Statistical methods
All analyses were performed using Stata/SE version 12 (StataCorp LP, College Station, TX, USA).

The trial team wrote and signed off a detailed statistical analytical plan before any data were analysed
(see Appendix 2). All analyses were done according to the analysis plan. Blinding of the statistical analysis,
methods for dealing with outliers, missing data, computation and methods are detailed there.

Intention-to-treat population

Analysis was carried out on an intention-to-treat basis (n = 336), except for the tertiary analyses for which
the sample was 333. The intention-to-treat population included all randomised patients; we thus analysed
data from dropouts or protocol violators according to their randomised group.

Baseline characteristics, interview refusers and loss to follow-up

We assessed the baseline comparability of the two randomised groups by tabulating patient characteristics
and treatment experiences; we did not perform any statistical tests on baseline data. We compared the
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baseline characteristics of any patients who refused to participate in follow-up interviews (or who had
inadequate English language for this) to those of patients completing the follow-up interviews.

Primary analysis

The primary analysis was a test of the difference in the proportion of patients readmitted to a psychiatric
hospital during the 12-month follow-up period between the CTO arm and the non-CTO arm. We analysed
the primary outcome using a log-binomial regression model adjusted for the stratification factors (sex,
schizophrenic status and duration of illness). Results are presented as the relative risk of readmission for
the CTO group compared with the non-CTO group, with appropriate 95% confidence intervals (Cls) and
two-sided p-values.

Secondary analyses

We conducted secondary analyses using the intention-to-treat population. There were no missing data for
secondary outcomes. We analysed secondary outcomes in the same way as primary outcomes, using
multiple regression models with adjustment for stratification factors. The type of regression model
depended on the data distribution. All model assumptions were assessed.

Number of readmissions and number of nights in psychiatric hospitalisation are count outcomes, and we
analysed these using adjusted zero-inflated Poisson and negative-binomial regression models, respectively.
Results are presented as adjusted incidence—density ratios (IDRs) with 95% Cls, and interpreted in the
same way as relative risks.

The number of nights from first discharge to first readmission and the time spent under compulsion are
time-to-event outcomes. We therefore performed these analyses using adjusted proportional hazards
regression, and present the results as hazard ratios (HRs) with 95% Cls. Kaplan—Meier plots are also
presented and the median time to readmission is calculated with 95% Cls. We used the log-rank test
to compare the median time under compulsion between the two arms, whereas we used the Wilcoxon
rank-sum test for comparison of time to first readmission, as this variable violated the log-rank

test assumptions.

Tertiary analyses

We conducted tertiary analyses using the population of 333 patients (omitting the three exclusions).

Thus we included all available data from all of the patients, and imputed missing values intrinsically within
the model rather than requiring multiple imputations.

Sensitivity analyses

We conducted a repeated measures sensitivity analysis for end points measured at multiple time points
using multivariable mixed-effects regression models. We used the Stata command xtmixed for continuous
end points, xtlogit for binary end points and xtmelogit for multiple category end points. We included all
available data from all patients, with missing values intrinsically imputed within the model rather than
requiring multiple imputations. We entered treatment, stratification factors and time point (time since
randomisation) into the model as fixed effects, and the model contained a patient-specific random
intercept. We treated an interaction between time point and treatment group as a fixed effect to allow
estimation of treatment effect at each time point. We also used likelihood ratio tests to assess whether
or not time should be included in the model as a random effect. We also explored different covariance
structures.

As a sensitivity analysis, we imputed missing data in self-reported outcomes using multiple imputations'"”
in the mi routine in Stata. Subsequently, we used regression modelling to estimate the association
between change from baseline to 12 months and study arm, adjusting for baseline end point and
randomisation factors. We chose the regression models according to the distribution of the end points
(logistic models for CAGE, leverage and employment; linear models for CSQ-8, STAR-P, BPRS, GAF, ITAQ,
DAI-10, API, SIX, AES subscales, Index of Fairness and Index of Effectiveness).
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We performed safety analyses according to the statistical analysis plan (see Appendix 2).

Subgroup analysis
Subgroup analyses are designed to explore whether or not any treatment effect tested in an RCT varies
across subgroups defined by baseline patient characteristics.®

We defined binary subgroups a priori, as identified in the literature to be related to outcomes. We
performed subgroup analysis for the primary outcome, all of the secondary outcomes apart from time
under compulsion and for the main clinical outcomes, BPRS and GAF. Potential errors (i.e. increased type 1
error and decreased type 2 error) introduced by a subgroup analysis were controlled by selecting the
subgroups and stabilising the hypothesis to test (i.e. equal direction of effect as for the overall sample)
prior to accessing the data and thus performing the analysis. With 13 subgroups there is a 12% chance of
at least one subgroup resulting significant at the 5% level. All conclusions were written paying due
consideration to this fact.

We evaluated 13 groups in this analysis, the first three of which were used as stratification factors
during randomisation:

diagnosis: schizophrenia spectrum versus other psychoses

duration of illness: < 2 years versus > 2 years

gender: male versus female

age: <40 years versus > 40 years

ethnicity: white, black, Asian, mixed race and ‘other’

immigration history: UK versus other

marital status: married/co-habiting versus single/separated/divorced

living status: living alone (including homelessness) versus living with others
accommodation status: independent versus supported/homeless

years of education: < 12 years versus > 12 years (as 12 years of education is compulsory in England)
tertiary education: ‘yes’ versus 'no’

BPRS: <33 versus > 33

GAF: <49 versus > 49.

We performed the subgroup analysis by fitting the same models as for primary and secondary outcome
measures plus an additional interaction effect for interactions between study arm and the relevant
subgroup variable. The p-value of interest is that for the interaction test.

Data management

The researchers recorded data in the clinical research forms by hand and two different researchers
double-entered them into IBM SPSS version 20 (IBM Corporation, Armonk, NY, USA). Double-entered
data were compared against each other, and discrepancies were discussed and corrected by the research
assistants under supervision. The statistician responsible for the analysis conducted additional data quality
evaluations. These included range checks and logical and consistency checks that might not be picked up
by checks at the individual patient level by the research staff who collected and entered the data. In the
case of variables that were a function of other variables (e.g. length of a particular readmission), these
were checked by automatic calculation of the variable’s values, except for total scoring of the individual
instruments, which was performed automatically using a validated code. We froze the final cleaned data
before analysis commenced.

Changes to protocol from original proposal
Family carers questionnaire

According to the original protocol, we were to ask the patients to identify family carers and ask their
consent to contact the carer. These carers were then to be sent a carer questionnaire by post, enclosing a
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letter with full information about the study. We initially undertook this part of the trial but it had a poor
response rate. In July 2010, of the 135 patients who had reached the 6-month follow-up point, 38 had
agreed to a carer being contacted and only two of those carers had returned a questionnaire. It was
anticipated that many of the patients who were eligible for the trial had limited contact with their family,
so this result was not surprising. With a response rate of 3%, we decided not to pursue this part of

the study, as the results would not be representative or robust. Some of the items covered in the
guestionnaire, such as carer strain and perceptions of patient well-being, were included in the topic guide
for the qualitative interviews with family carers.

Clinical staff questionnaire

According to the original protocol, care co-ordinators were to be asked to complete two validated
instruments covering demographics, the therapeutic relationship with the patient, and their assessment of
the patients’ health-related quality of life, at both baseline and 12 months. The questionnaires were
handed to the relevant staff, or were posted to them, or both. A poor response rate at baseline, however,
was compounded by multiple changes of staff, which made identifying the appropriate staff group at
follow-up almost impossible. The information sought was designed to be analysed in conjunction with
patients’ views of their own health, quality of life and therapeutic relationships, and was thus time
sensitive and dependent on a response from a particular individual. Given the difficulties in obtaining this,
we therefore decided not to pursue this part of the study.

Statistical analysis

We conducted an additional sensitivity analysis for the primary outcome. This analysis excluded all
protocol violators. It was not a prespecified analysis but was conducted to address concerns raised about
the number of protocol violators, particularly those who had been discharged to the wrong arm of

the trial.

The analyses undertaken were all in line with the spirit of the analyses detailed in the original proposal,
but we made some changes to the original proposal when writing the statistical analysis plan: these were
changes to the types of statistical models or tests performed to allow for more sophisticated adjusted
regression models to be used as the primary comparisons, with the simpler unadjusted tests used for
secondary sensitivity analyses. Adjusted regression models have more statistical power (i.e. are more
precise) than unadjusted tests such as t-tests, and thus make better use of the data collected.

The original protocol makes reference to minimisation factors. No minimisation procedure was carried out
during treatment assignment. Instead, a stratified block design was used. Tertiary outcomes were specified.
In particular, we decided to treat satisfaction with service as a tertiary outcome instead of a secondary one.
We did not analyse the effect of the discipline of the clinical supervisor in readmissions, as originally
planned, as information on this outcome was not available.

We added type of medication as a tertiary outcome, as we considered this to be clinically relevant,

given a reported association between CTOs and the use of depot injections.* We included this before any
of the data analyses were conducted. Patient-rated adherence to medication could not be adequately
measured at baseline (patients were recruited while detained in hospital for treatment) and data collected
on this during follow-up were of insufficient quality to be included as an outcome. We therefore used
the DAI-10, which correlates with clinician-rated adherence,' as the reported measure for adherence.
Missing data made it impossible to analyse different types of leverage separately or divide leverage
experience into types of pressure. We originally planned to analyse tertiary outcomes by type of service
(e.g. ACT, early intervention, crisis teams), but ongoing service reconfigurations rendered this

analysis redundant.
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Results

Recruitment
We recruited patients from 32 trusts to the trial, predominantly in the Midlands and southern England
(Figures 4 and 5).

FIGURE 4 Recruiting counties.
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5 Boroughs Partnership NHS Trust 3
Avon and Wiltshire Mental Health Partnership Trust 17
Barnet, Enfield and Haringey Mental Health NHS Trust 19
Berkshire Healthcare NHS Foundation Trust 6
Birmingham and Solihull Mental Health NHS Foundation Trust 32
Cambridgeshire and Peterborough NHS Foundation Trust 1
Camden & Islington Mental Health and Social Care Trust 9
Central & North West London NHS Foundation Trust 16
Cheshire and Wirral Partnership NHS Foundation Trust 4
Cornwall Partnership NHS Trust 5
Coventry & Warwickshire Partnership NHS Trust 7
Derbyshire Mental Health Services NHS Trust 13
East London NHS Foundation Trust 16
Greater Manchester West Mental Health NHS Foundation Trust 1
Kent and Medway NHS and Social Care Partnership Trust 8
Leicestershire Partnership NHS Trust 1
Lincolnshire Partnership NHS Foundation Trust 17
Milton Keynes Primary Care Trust 2
Norfolk and Waveney Mental Health NHS Foundation Trust 4
North East London NHS Foundation Trust 3
Northamptonshire Healthcare NHS Trust 7
Nottinghamshire Healthcare NHS Trust 10
Oxford Health NHS Foundation Trust 28
South Essex Partnership University NHS Foundation Trust 1
South London and Maudsley NHS Foundation Trust 17
South Staffordshire and Shropshire Healthcare NHS Foundation Trust 3
South West London and St Georges Mental Health NHS Trust 26
Southern Health NHS Foundation Trust (previously Hampshire) 1
Surrey and Borders Partnership NHS Foundation Trust 19
Sussex Partnership NHS Foundation Trust 11
West London Mental Health NHS Trust 18

Worcestershire Mental Health Partnership NHS Trust 1
T T T T T T T 1
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FIGURE 5 Recruitment rates in participating NHS mental health trusts in England.

The study team assessed 442 patients in total, of whom we recruited 336. The 106 patients who were not
recruited after being approached either refused (n =91), were found not to be eligible (n = 6) or lacked capacity
(n=9) (Figure 6). The Ethics Committee did not grant us permission to collect any data on those who refused to
enter the study or were considered for referral to the study by their clinicians but then not referred.

Participant flow

Participant flow is presented in our CONSORT (Consolidated Standards of Reporting Trials) diagram

(see Figure 6). The 336 recruited patients were randomly assigned to either the CTO arm (167 patients)
or the non-CTO (169 patients) arm of the trial. One patient withdrew and two patients were identified as
ineligible directly after randomisation.

Primary and secondary outcome data

We based all of our analyses (apart from the tertiary analyses) on all 336 patients, as we conducted them
on an intention-to-treat basis. We had data on the primary and secondary measures for all 333 patients at
baseline and 12 months. We included the three patients who either withdrew or were ineligible, with their
data missing for all variables, apart from data on the inclusion criteria and the randomisation factors.

Interview data
Of the 336 patients in the trial, 14 were not interviewed at baseline (10 because they wanted to take part
but did not want to be interviewed and four because of inadequate English). The remaining 322 patients
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Trial profile. a, Including three patients deceased during follow-up period; b, including two patients
deceased during follow-up period. Reproduced from Burns T, Rugkasa J, Molodynski A, Dawson J, Yeeles K,

Vazquez-Montes M, et al. Community treatment orders for patients with psychosis (OCTET): a randomised controlled
trial. Lancet 2013;381:1627-33,"¢ with permission from Elsevier.

completed baseline interviews. We compared the baseline characteristics of the 14 patients not
interviewed to those of the interviewed patients; there were no obvious differences that might have
skewed the subsequent analyses.

At 12 months, we interviewed 241 patients [72%: 125 (75%) of the CTO group and 116 (69%) of the
non-CTO group], of whom 189 (56%) completed all three interviews [98 (59%) of the CTO group and
91 (54%) of the non-CTO group]. Those not interviewed at 12 months either refused or did not attend
[61 (18%) overall: 27 (16%) of the CTO and 34 (20%) of the non-CTO group], were non-contactable
(20 (6%) overall: 8 (5%) of the CTO and 12 (7%) of the non-CTO group), had inadequate English
language [4 (1%) overall: 2 (1%) of each group], were deceased [5 (1%) overall: 3 (2%) of the CTO and
2 (1%) of the non-CTO group] or were not interviewed because the clinical team advised against it

(one patient in the CTO group) or for other reasons (one patient in the non-CTO group).
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Sample: baseline data

Baseline sociodemographic data and data on psychiatric and legal history are shown in Table 2. Of the
336 patients included in the final data analyses, 225 (67 %) were males. The vast majority (n =316, 98%)
were not employed. The majority of the patients (n =206, 61%) were white, with 78 (23%) being black.
The majority (n =259, 77%) had been born in the UK. They had received 12 years of education on
average. The majority (n =241, 72%) were living in independent accommodation and were living alone or
homeless (n =239, 75%). Only a minority (n =112, 37%) had an identified carer. They had been ill for
12 years on average, with only 14 patients (4%) having been ill for < 2 years. They had experienced an
average of four involuntary psychiatric hospital admissions in the past and reported that they had spent a
total of 15 months in psychiatric hospital in their lifetime. A substantial minority (n = 133, 40%) had
criminal convictions and just over one-quarter (n = 86, 26%) had previously been in prison (see Table 2).

TABLE 2 Patient characteristics at baseline: sociodemographics, psychiatric history and legal history

Age (years) 336 39.8{11.2} 39.5{11.7} 39.7 {11.4}
Male 336 111 (66) 114 (67) 225 (67)
General education (years) 332 11.8 {1.7} 12.0 {2.1} 11.9{1.9}
Ethnicity 336
White - 102 (61) 104 (62) 206 (61)
Black - 38 (23) 40 (24) 78 (23)
Asian - 15 (9) 14 (8) 29 (9)
Mixed and other - 12 (7) 11 (7) 23 (7)
Born in UK 335 135 (81) 124 (74) 259 (77)
Married or cohabiting 334 11(7) 18 (11) 29 (9)
|dentified carer 306 62 (41) 50 (32) 112 (37)
Independent accommodation 334 118 (71) 123 (73) 241 (72)
Living alone® 318 123 (79) 116 (72) 239 (75)
Employment 321
None - 156 (99) 160 (98) 316 (98)
Voluntary/protected/sheltered - 2(1) 1(1) 3(1)
Regular employment - 0(0) 2(1) 2(1)
Duration of illness (years) 327 12 [6-20] 12.5 [5-21] 12.0 [6-21]
< 2 years' illness duration 336 7 (4) 7 (4) 14 (4)
Number of hospital admissions 314 6.0 [3-8] 5.0 [3-9] 5.0 [3-9]
Duration of past psychiatric hospital 278 14.0 [6-28] 15.0 [7-30] 15.0 [7-30]
admissions (months)
Number of involuntary hospital 303 4.0 [2-7] 3.0 [2-8] 4.0 [2-7]
admissions
Any criminal convictions 305 65 (43) 68 (44) 133 (44)
Any imprisonment 312 41 (27) 45 (28) 86 (28)

IQR, interquartile range.

a Including homeless people and those living in sheltered accommodation.

This table includes data published in a table in Burns T, Rugkasa J, Molodynski A, Dawson J, Yeeles K, Vazquez-Montes M, et al.
Community treatment orders for patients with psychosis (OCTET): a randomised controlled trial. Lancet 2013;381:1627-33,'°
with permission from Elsevier.
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Table 3 shows baseline values of clinical characteristics, experiences of services variables and experiences
of leverage and perceived coercion. The majority (n = 286, 85%) had a primary clinical diagnosis of
schizophrenia. The sample was only mildly to moderately symptomatic (BPRS, median: 38), as would be
expected for patients being discharged to the community following successful inpatient treatment. They
were a significantly impaired group, however, in terms of their functioning (GAF, mean: 39). Five patients
(2%) screened as positive for alcohol or drugs. The sample reported a fairly low level of overall social
outcome (SIX, mean: 2.5). They had fairly high levels of insight (ITAQ, median: 13.5), including more
positive attitudes to treatment but less awareness of illness (medians: 9 and 6, respectively). The majority
(n =265, 79%) were on oral medication, a small minority were prescribed clozapine (Clozaril, Novartis,
Basel, Switzerland) (n =43, 13%) and a substantial proportion (n = 188, 56%) were on depot medication.
They reported somewhat negative attitudes and adherence to medication (DAI-10, median: -2), which was
mainly first generation antipsychotic medication.

Patients reported their therapeutic relationships to be fairly positive (STAR-P, mean: 30.3), with similar
levels across the three subscales. They reported fairly neutral attitudes to being involved in clinical
decision-making (API, mean: 56.6) but a greater desire to be informed about their illness and treatment
(API, mean: 76.5). They were fairly satisfied with services (CSQ-8, mean: 21.3).

Seventy (23%) of the patients reported having had experience of leverage in the previous 6 months.
They rated their care as fairly coercive (Perceived Coercion Scale, mean: 14.8) and reported that they had
experienced a fairly high number of negative pressures (Negative Pressures Scale, mean: 14.5). They
reported not having much of a say in their own care (Procedural Justice Scale, mean: 8.4). They regarded
the treatment pressure they had experienced as only moderately fair (Index of Fairness, mean: 12.8) and
effective (Index of Effectiveness, mean: 12.3) (see Table 3).

Baseline characteristics did not differ between those who were interviewed at 12 months and those who

were not (Table 4).

Patient characteristics at baseline: clinical characteristics and experiences of services, leverage and
perceived coercion

Schizophrenia 167 141 (84) 169 145 (86) 336 286 (85)
BPRS 153 38.0 [30-48] 161 38.0 [32-49] 314 38.0 [31-49]
GAF 153 38.3 {9.4} 158 39.3{10.2} 311 38.8 {9.8}
CAGE: positive for 153 12 (7) 153 4(2) 306 16 (5)
alcohol
CAGE: positive for 158 14 (8) 158 14 (8) 316 28 (8)
drug
CAGE: positive for 156 4(2) 157 1(1) 313 5(2)
drug and alcohol
SIX 155 25{1.1} 160 25{1.1} 315 25{1.1}
ITAQ
Total score 129 14.0 [9-18] 131 14.0 [6-19] 260 14.0 [7-18]
Awareness of 132 6.0 [3-8] 136 6.0 [3-8] 268 6.0 [3-8]
lliness
Attitude to 130 9.0 [5-11] 136 8.0 [3-11] 266 8.5 [4-11]
Treatment
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TABLE 3 Patient characteristics at baseline: clinical characteristics and experiences of services, leverage and
perceived coercion (continued)

CTO (N =167) Non-CTO (N = 169) Total (N = 336)
Patient Sample n(%)/mean {SD}/ Sample n (%)/mean{SD}/ Sample n (%)/mean {SD}/
characteristics size median [IQR] size median [IQR] size median [IQR]
Prescribed oral 166 137 (83) 167 128 (77) 333 265 (79)
medication
Prescribed 166 26 (16) 167 17 (10) 333 43 (13)
clozapine
Prescribed depot 166 85 (51) 167 103 (62) 333 188 (56)
medication
DAI-10 117 -2.0 [-6 to 4] 108 -2.0 [-6 to 4] 225 -2.0 [-6 to 4]
STAR-P
Total score 100 31.2 {8.9} 101 29.4 {10.4} 201 30.3{9.7}
Positive 111 15.9 {5.4} 110 14.5 {6.2} 221 15.2 {5.8}
collaboration
Positive 107 7.1 {2.6} 103 6.9 {3.0} 210 7.0 {2.8}
Clinician Input
Non-Supportive 109 79{2.7} 110 7.9 {2.6} 219 79{2.7}
Clinician Input
API Decision 135 54.8 (16.3) 142 58.4 {19.0} 277 56.6 {17.7}
Making
API Information 130 76.4(11.2) 129 76.6 {14.6} 259 76.5 {12.9}
Seeking
CSQ-8 125 21.7 (5.9) 137 20.8 {6.6} 262 21.3{6.2}
Any leverage 151 30 (20) 151 40 (27) 302 70 (23)
AES Perceived 109 14.7 (3.8) 112 15 {4.3} 221 14.8 {4.1}
Coercion
AES Negative 114 14.4 (4.8) 116 14.6 {4.7} 230 14.5 {4.8}
Pressures
AES Procedural 112 8.3(2.3) 109 8.5 {2.6} 221 8.4 {2.5}
Justice
Index of Fairness 120 13.2(3.2) 119 12.3 {3.6} 239 12.8 {3.4}
Index of 120 13.0 3.4) 121 11.6 {3.7} 241 12.3 {3.6}
Effectiveness

IQR, interquartile range.

This table includes data published in Rugkasa J, Molodynski A, Yeeles K, Vazquez Montes M, Visser C, Burns T and for the OCTET
Group. Community treatment orders: clinical and social outcomes, and a subgroup analysis from the OCTET RCT. Acta Psychiatr
Scand 2015;131:321-9%* (article first published online: 11 December 2014), with permission from John Wiley & Sons.

Protocol violations

It was impossible to control for protocol violations, as clinical decision-making needed to be unconstrained
by the study design for the trial to be lawful (see Introduction/Overview of the OCTET Trial). The treatment
of 35 patients in the CTO arm and 40 in the non-CTO arm (22.5% of the whole sample) did not follow the
randomised status: these 35 patients from the CTO arm of the trial were never put on a CTO, whereas

the 40 patients from the non-CTO arm were put on a CTO directly after leaving hospital. Seven further
patients from the CTO arm of the trial and six from the non-CTO arm were never discharged from hospital,
making a total of 42 protocol violations in the CTO group and 46 in the non-CTO group: 88 in total.
Combined with the three patients who were withdrawn or ineligible, this made a total of 91 protocol
violations (Table 5).
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TABLE 4 Patient characteristics at baseline for those interviewed or otherwise at 12 months

Interviewed at 12 months (N = 241)

n (%)/mean {SD}/median

[IQR]
cTO

Patient characteristics (N =125)
Age (years) 241 38.9 {10.6}
Male 241 84 (67)
General education, years 241 11.0[11-13]
Ethnicity 241

White - 77 (62)

Black - 24 (19)

Asian - 12 (10)

Mixed and other - 12 (10)
Born in UK 240 105 (84)
Married or cohabiting 240 9(7)
|dentified carer 229 51 (43)
Independent accommodation 241 90 (72)
Living alone or homeless 234 92 (77)
Schizophrenia 241 106 (85)
BPRS 232 38.0 [28.4-49]
GAF 229 38.0 [32-45]
Duration of illness (years) 236 10.5 [6-20]
< 2 years' illness duration 241 5(4)
Number of hospital admissions 225 6.0 [3-8]
Duration of past psychiatric 203 14.0 [6-29]
hospital admissions (months)
Number of involuntary hospital 215 4.0 [2-7]
admissions
Any criminal conviction 228 49 (42)
Any imprisonment 233 32 (27)

Non-CTO
(N =116)

40.1 {11.8}
78 (67)
11.0[11-13]

76 (66)
25(22)

5(4)

10 (9)

87 (76)

12 (10)

32 (29)

84 (72)

86 (75)

97 (84)

38.0 [31-47]
40.0 [32-47]
13.0 [5-21]
6 (5)

5.0 [3-8]
15.0 [7-30]

3.0 [2-7]

51 (46)
31 (27)

Not interviewed at 12 months (N = 95)

95
94
77
93
84
95
82
82

95
89

88

77
79

n (%)/mean {SD}/median

[IQR]

cTo
(N=42)

42.5{12.5}
27 (4)
12 [11-13]

25 (60)

14 (33)
3(7)

0(0)

30 (71)

2 (5)

11 (33)
28 (68)

31 (84)

35 (83)

39 [33-48]
40 [31-46]
15 [8-25]
2(5)

6 [3-8]
14.5 [6-26]

5 [2-8]

16 (47)
9 (26)

Non-CTO
(N =53)

38.3{11.3}
36 (68)
12 [11-13]

28 (53)
15 (28)
9(17)
1(2)
37 (70)
6(11)

38 [34-54.8]
39 [32-45]
12 [5.5-21.5]
1(2)

6 [2-12]

15 [6-33]

5[2-9]

17 (40)
14 (32)

IQR, interquartile range.

This table has been reproduced from Burns T, Rugkasa J, Molodynski A, Dawson J, Yeeles K, Vazquez-Montes M, et al.
Community treatment orders for patients with psychosis (OCTET): a randomised controlled trial. Lancet 2013;381:1627-33,°

with permission from Elsevier.

TABLE 5 Protocol violations by treatment group

Protocol violation
Never put on CTO (CTO group only) 35

Put on CTO when left hospital -
(non-CTO group only)

Never discharged from hospital 7
Total 42

CTO group (n = 167)

46

Non-CTO group (n = 169)

Total (n = 336)

35
40

13
88
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Primary outcome

There was no difference in the primary outcome of psychiatric readmission in the 12-month follow-up
period between the two groups, with 59 and 60 patients readmitted in the CTO and non-CTO groups,
respectively (see Table 6).

Secondary and major clinical outcomes

There were no differences in any of the secondary hospitalisation outcomes between the two groups

or in the major clinical outcomes of symptoms and functioning. At 12 months, neither the total duration
of all psychiatric hospitalisations, nor the number of readmissions per patient, the number of patients
experiencing multiple readmissions and the number of days spent in the community until the first
readmission differed between the two groups (Table 6). (Time to first readmission is also presented in
Figure 7.) The pattern of duration of individual readmissions was similar for each group (Figure 8). Neither
severity of symptoms nor social functioning differed between the groups at 12 months (see Table 6).

We conducted a per-protocol sensitivity analysis for the primary and secondary outcomes, removing the
91 protocol violations (i.e. excluding those patients who were discharged to the wrong arm of the trial or
were not discharged, and the three ineligible or withdrawn patients, for whom we had no data on the
primary outcome). This analysis was based on 245 cases with no protocol violations. It did not alter

the findings (Table 7).

TABLE 6 Outcomes at 12-month follow-up

Primary outcome

Psychiatric 166 59 (36) - 167 60 (36) - 1.00
hospital (0.75 to 1.33)
readmission

Secondary outcomes

Total duration 166 82.2{102.0} 41.5[8-109] 167 90.9 {104.5}  48.0 [10-133] 0.90

of all psychiatric (0.65 to 1.26)°

hospitalisations

(nights)

Number of 59 1.2 {0.6} 1.0 [1-1] 60 1.4{0.8} 1.0 [1-2] 0.82

readmissions (0.58 to 1.16)°

Multiple 166 10.0 (6) - 167 18.0(10.8) - -

readmissions

Days in 166 246.0 {122.4} 295.0 [140-357] 167 241.0 {126.5} 292.0[126-354] p=0.755°

community

until first

readmission

BPRS 122 38.2 {11.5} 35.0 [29-44] 112 38.3{12.4} 34.0 [30-43.5] -1.09
(=3.25to 1.07)°

GAF 123 39.0 {12.0} 36.0 [31-45] 114 39.7 {13.1} 35.5 [30-45] -0.86

(=2.93 to 1.20)°

IQR, interquartile range.

a Relative risk (95% ClI).

b IDR (95% Cl).

¢ Wilcoxon rank-sum p-value.

d Adjusted mean difference (95% Cl) from linear mixed-effects model.

This table has been reproduced from Burns T, Rugkasa J, Molodynski A, Dawson J, Yeeles K, Vazquez-Montes M, et al.
Community treatment orders for patients with psychosis (OCTET): a randomised controlled trial. Lancet 2013;381:1627-33,
with permission from Elsevier.
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FIGURE 7 Time to first readmission. Reproduced from Burns T, Rugkasa J, Molodynski A, Dawson J, Yeeles K,
Vazquez-Montes M, et al. Community treatment orders for patients with psychosis (OCTET): a randomised
controlled trial. Lancet 2013;381:1627-33,'® with permission from Elsevier.
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FIGURE 8 Duration of admissions in months. Reproduced from Burns T, Rugkasa J, Molodynski A, Dawson J, Yeeles K,

Vazquez-Montes M, et al. Community treatment orders for patients with psychosis (OCTET): a randomised controlled
trial. Lancet 2013;381:1627-33,'® with permission from Elsevier.
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TABLE 7 Patient characteristics at baseline for patients with no protocol violations, N =245

Age (years) 245 39.9{11.6} 39.7 {12.2}
Male 245 84 (68) 81 (67)
General education (years) 242 11.5[11-13] 11 [11-13]
Ethnicity 245
White - 73 (59) 76 (63)
Black - 29 (23) 27 (22)
Asian - 12 (10) 9(7)
Mixed and other - 10 (8) 9(7)
Born in UK 244 98 (79) 85 (71)
Married or cohabiting 243 8(7) 13(11)
|dentified carer 221 50 (45) 36 (32)
Independent accommodation 244 90 (73) 90 (74)
Living alone or homeless 229 92 (81) 84 (73)
Schizophrenia 245 102 (82) 103 (85)
BPRS 226 37.3[29-47] 37 [31-48]
GAF 225 40 [33-45] 40 [32-45]
Duration of illness (years) 238 11 [6-20] 11 [5-21]
< 2 years’ illness duration 245 4(3) 54)
Number of psychiatric hospital admissions 230 6 [3-8] 4 [3-9]
Duration of past psychiatric hospital admissions (months) 201 14 [6-25] 12 [6-24]
Previous involuntary hospitalisations 219 4 [2-7] 3[2-8]
Any criminal convictions 225 47 (42) 42 (39)
Any imprisonment 221 29 (26) 26 (23)

IQR, interquartile range.

Table 8 shows details of the treatment process (days in the community under the randomised legal
compulsion, days under any legal compulsion during the follow-up period, and the number of contacts
with the service per month). The number of days spent in the community after hospital discharge under
the randomised compulsory outpatient supervision (i.e. randomised compulsion) was substantially longer
in the CTO group (median: 183 days compared with 8 days for the non-CTO group) and this was highly
statistically significant. The time to first voluntary status was also substantially longer for the CTO group
(Figure 9). Overall, the total number of days under any compulsion during the 12-month follow-up period
was significantly greater in the CTO group (median: 255 days) than in the non-CTO group (102 days),
which was again highly statistically significant (o < 0.0001). This total number of days included compulsion
under the randomised regime (either CTO or non-CTO), any time on CTOs for crossover patients in the
non-CTO group and any time as a compulsory inpatient or on a subsequent CTO. The self-reported
number of contacts with the service per month during the time outside hospital did not differ between the
two groups (with a median of two contacts reported in each group) (see Table 8).
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TABLE 8 Treatment process

Days in community under 170.1 {134.4} 183 [0-299] 455 {80.7} 8 [0-37] p <0.0001°
randomised legal compulsion

Days under any legal 241.4{121.1} 255 [148-365] 134.6 {114.1} 102 [31-212] p<0.0001°
compulsion during follow-up

Number of contacts with 3.0 {3.1} 2.1[0.8-4.4] 3.9 {5.9} 2.2 [0.8-4.7] 0.77 (0.47 to 1.26)°
service per month

IQR, interquartile range.

a Wilcoxon rank-sum p-value.

b IDR (95% ClI).

This table has been reproduced from The Lancet: Burns T, Rugkasa J, Molodynski A, Dawson J, Yeeles K, Vazquez-Montes M,
et al. Community treatment orders for patients with psychosis (OCTET): a randomised controlled trial. Lancet
2013;381:1627-33,'® with permission from Elsevier.
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FIGURE 9 Time to first voluntary status. Reproduced from Burns T, Rugkasa J, Molodynski A, Dawson J, Yeeles K,
Vazquez-Montes M, et al. Community treatment orders for patients with psychosis (OCTET): a randomised
controlled trial. Lancet 2013;381:1627-33,"® with permission from Elsevier.

Table 9 shows the number of nights spent in psychiatric hospital during the 12-month follow-up period for
the whole sample and for those patients who were readmitted. For the whole sample, the number of
nights in hospital from randomisation (index) to 12 months did not differ significantly between the two
groups [incident rate for CTO group 0.9 times the incident rate for the non-CTO group (95% Cl 0.65 to
1.26; p = 0.550; not tabulated]. When patients who were never discharged were excluded from this
analysis, the difference remained non-significant. The time from randomisation to discharge from hospital
was similar between groups [median 8 days in the CTO group vs. 16 days in the non-CTO group, HR 1.08
(95% Cl 0.86 to 1.34); not tabulated; Figure 10]. For those 119 patients who were readmitted only, the
number of nights in hospital from randomisation to 12 months did not differ between the CTO and
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1.00

0.75 +

0.50 - HR 1.08 (95% Cl 0.86 to 1.34); p=0.486 —— CTO group
: Non-CTO

0.25

Proportion remaining in hospital
after randomisation

0.00

Months from randomisation

Number of risk
CTO 166 29 14 10 7
Non-CTO 167 33 16 9 6

Time to first discharge (n = 333). Reproduced from Burns T, Rugkasa J, Molodynski A, Dawson J, Yeeles K,
Vazquez-Montes M, et al. Community treatment orders for patients with psychosis (OCTET): a randomised controlled
trial. Lancet 2013;381:1627-33,"® with permission from Elsevier.

non-CTO groups and nor did the number of nights from randomisation to first discharge from hospital or
the number of nights from the first readmission to the end of the follow-up period (whether or not
excluding those who were never discharged) (see Table 9).

Table 10 presents the clinical and social factors for the whole sample at baseline and 12 months, along
with the estimated average change over time. Table 11 presents the same clinical and social factors at
12 months for the CTO and non-CTO groups, along with the test statistics for the difference in change
over time between the two groups.

There were some statistically significant changes over the 12 months in the total sample of 333 (see Table 10).
Patients reported higher effectiveness of treatment pressure (Index of Effectiveness, average change

2.10 points, 95% Cl 1.32 to 2.89 points; p < 0.001) and more positive views of the fairness of the pressure
applied (Index of Fairness, average change 1.31 points, 95% Cl 0.54 to 2.08 points; p =0.001). They also
reported more positive relationships with clinicians at 12 months compared with baseline (STAR-P, average
change 2.97 points, 95% Cl 0.97 to 4.97 points; p = 0.004). This included more positive collaboration
(average change: 1.81 points, 95% Cl 0.71 to 2.93 points; p = 0.001) and less non-supportive clinician input
(average change: 0.66 points, 95% Cl 0.06 to 1.25 points; p = 0.031). Although the sample expressed a
desire for gaining control in decision-making and to be given information about their illness, the scores were
lower at 12 months than at baseline (Decision Making Preference, average change —4.83 points, 95% Cl
-8.24 to —1.41 points; p = 0.006 — Information Seeking Preference, average change —3.94 points, 95% Cl
—6.98 10 —0.90; p = 0.011). There was an increase over time in patients scoring positively for potential
problem drinking [odds ratio (OR) 5.01, 95% CI 1.31 to 19.19; p = 0.019]. Attitudes to medication were more
positive across the sample (DAI-10, average change 1.74 points, 95% Cl 0.57 to 2.91 points; p = 0.004) and
more patients were in employment at 12 months (2.74 points, 95% Cl 0.99 to 4.48 points; p = 0.002).
Significantly fewer patients were prescribed clozapine (OR 0.13, 95% C1 0.03 to 0.63; p=0.011) and depot
medication (OR 0.09, 95% CI 0.03 to 0.24; p < 0.001) at 12 months compared with baseline.
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TABLE 10 Clinical and social factors at 12 months: total sample compared to baseline, N =333

Baseline (N = 166) 12 months (N = 167)
—————————————— ——————————————— Change
Sample n (%)/mean Sample n (%)/mean over time,
size {SD}/median [IQR] size {SD}/median [IQR] total sample p-value®
BPRS 254 37.0 [30-46] 207 33.0 [29-42] 1.21 -
GAF 309 39.0 [32-45] 237 36.0 [31-45] 0.38 -
CAGE: alcohol 306 16 (5) 230 19 (6) OR 5.01 0.050
CAGE: drug 316 28 (8) 232 24 (7) OR 1.06 -
CAGE: drug and alcohol 313 5(2) 233 5(2) OR 36.20 -
SIX 315 2.5{1.1} 236 2.6{1.2} 0.15 -
Employment 321 - 238 - 2.74 <0.010
None - 316 (98) - 222 (93) - -
Voluntary/protected/ - 3(1) - 9 4) - -
sheltered
Regular employment - 2(1) - 7 (3) - -
ITAQ
Total score 260 14.0 [7.5-18] 196 13.5[7-19.5] 0.41 -
Awareness of lllness 268 6.0 [3-8] 200 6.0 [3-8.5] 0.10 -
Attitude to Treatment 266 8.5 [4-11] 200 9.0 [4-11] 0.21 -
Prescribed oral medication 333 265 (80) 333 266 (80) OR 1.00 -
Prescribed clozapine 333 43 (13) 333 30 (9) OR0.13 <0.050
Prescribed depot medication 333 188 (56) 333 139 (42) OR 0.04 <0.001
DAI-10 255 2.0 [-6 to 4] 172 2.0[-2 to 6] 1.74 <0.010
STAR-P
Total score 201 30.3{9.7} 178 32.5{9.3} 2.97 <0.010
Positive Collaboration 221 15.2 {5.8} 186 16.2 {5.4} 1.81 <0.010
Positive Clinician Input 210 7.0 {2.8} 189 7.5{2.8} 0.61 -
Non-Supportive Clinician 219 7.9{2.7} 187 8.8 {2.5} 0.66 < 0.050
Input
API Decision Making 277 56.6 {17.8} 207 52.9 {16.9} -4.83 <0.010
API Information Seeking 259 76.5 {13.0} 201 74.3 {13.5} -3.94 < 0.050
CSQ-8 262 21.3{6.3} 203 21.8 {6.0} 0.95 -
Any leverage in the past 302 70 (23) 229 50 (22) 0.70 -
6 months
AES Perceived Coercion 221 14.8 {4.1} 182 14.0 {4.2} -0.34 -
AES Negative Pressures 230 21.4{4.8} 184 22.1{4.3} 0.41 -
AES Procedural Justice 221 8.4 {2.5} 183 8.0 {2.5} -0.07 -
Index of Fairness 239 12.8 3.4} 179 13.6 {3.1} 1.31 0.001
Index of Effectiveness 241 12.3 {3.6} 180 13.8 {3.2} 2.10 <0.001

IQR, interquartile range.

a Only significant p-values are reported.

This table includes data published in Rugkasa J, Molodynski A, Yeeles K, Vazquez Montes M, Visser C, Burns T and for the
OCTET Group. Community treatment orders: clinical and social outcomes, and a subgroup analysis from the OCTET RCT.
Acta Psychiatr Scand 2015;131:321-9> (article first published online: 11 December 2014), with permission from John Wiley
& Sons.
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There were no significant differences between the two arms in the change from baseline to 12 months

in any of the reported outcomes except for the Index of Effectiveness (see Table 11). Those in the CTO
group showed a smaller increase over time than those in the non-CTO group in their agreement that the
treatment pressure they had experienced had been helpful. The difference was small (-1.22 points, 95% Cl
-2.32t0-0.14; p =0.028).

The sensitivity analysis using multiple imputation did not alter the outcome results.

The observed values for the primary outcome (psychiatric hospital readmission) and main secondary
outcomes (nights in hospital and days to first readmission) in the subgroup analysis are shown in Table 12,
and for the main clinical outcomes (BPRS and GAF) in Table 13. Adjusted values for the statistically
significant interactions (adjusted for the randomisation factors) are presented in the text.

There were no statistically significant interactions between any of the subgroups and the primary outcome
measure of readmission or for time to first readmission, duration of readmissions or social functioning.

Severity of symptoms (BPRS) demonstrated crossover interactions with age in the two arms (interaction
coefficient —4.49; p = 0.043). In the CTO group, those aged < 40 years had more severe symptoms than
those aged > 40 years [39.54 (95% Cl 37.55 to 41.52) vs. 37.96 (95% Cl 35.58 to 40.34)]. Among the
non-CTO group, those aged < 40 years had less severe symptoms than the older group [38.64 (95% Cl
36.53 to 40.75) vs. 41.56 (95% Cl 39.35 to 43.78)].

There were also crossover interactions between symptoms and subgroups with and without some tertiary
education (interaction coefficient =-5.62; p = 0.024). In the CTO group, those without tertiary education had
more severe symptoms than those with tertiary education [40.05 (95% Cl 38.35 to 41.76) vs. 34.92 (95% Cl
31.78 to 38.07)]. Among the non-CTO group, those without tertiary education had less severe symptoms
than those with tertiary education [39.93 (95% Cl 38.13 to 41.73) vs. 40.42 (95% Cl 37.62 to 43.22)].

The proportion of patients on depot medication at baseline was not statistically different between the two
groups [85/166 (51%) in the CTO arm vs. 103/167 (62%) in the non-CTO arm; p = 0.054). The statistically
significant reduction in the number of patients prescribed depot medication over time was unexpected. Our
exploratory analyses showed that the reduction was significant in both groups (OR 0.04, 95% CI 0.01 to
0.11; p<0.001) and that it was significantly larger in the CTO group than among the non-CTO group

(OR 6.08, 95% Cl 1.48 to 24.97; p =0.012). There was no statistically significant difference in the primary
outcome measure of readmission between those on depot and those not. There was also no interaction
effect of the CTO and non-CTO groups with being prescribed depot (interaction coefficient 0.85; p = 0.586).

Five patients died during follow-up: two deaths by suicide and one by accidental death from a drug overdose
were recorded in the CTO group, and one death by suicide and one death from natural causes were recorded
in the non-CTO group. The DMC did not regard these deaths as necessitating the ending of the trial.

CTO use did not reduce the rate of readmission to hospital.

The length of the initial compulsory outpatient treatment was hugely greater for the CTO group than
the non-CTO group (median 183 days vs. 8 days).

CTO use had no impact on:

time to readmission
number and duration of hospital admissions
any measured clinical and social outcomes.

There were no differences between CTO and non-CTO outcomes for any of the prespecified subgroups.
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TABLE 13 Subgroup outcomes at 12 months: GAF and BPRS, N =333

Age (years)

> 40 38.9 {12.6} 38.4 {12.5} 36.2°{9.8} 39.6° {13.5}
<40 39.0 {11.7} 40.9 {13.7} 39.5°{12.3} 37.1°{11.3}
Gender

Male 39.0{11.8} 40.0 {13.1} 38.3{12.6} 36.9 {10.9}
Female 39.0 {12.6} 39.1{13.3} 38.0 {8.7} 41.3{15.0}
Ethnicity

Other 38.5{12.5} 38.1{12.3} 39.2 {12.1} 39.8 {12.8}
Black 41.0 {9.6} 45.7 {14.6} 34.2 {6.9} 32.7{9.3}
Country of birth

Other 40.4 {11.7} 41.3 {14} 35.6 {9.5} 35.5{10.2}
Britain 38.7 {12.1} 39.3{12.9} 38.7{11.8} 39.3{13.1}
Marital status

Married/co-habiting 50.1 {16.6} 40.3{14.2} 32.2 {8.4} 39.4 {13.4}
Single 38.2 {11.3} 39.7 {13.1} 38.6 {11.5} 38.3{12.4}

Living status

Living with others 42.3{14.8} 41.5{15.8} 37.3{10.9} 37.7 {12.0}
Living alone 38.5{11.3} 39.2 {12.1} 38.2 {11.6} 38.6{12.7}
Diagnosis

Other diagnosis 44.2 {13.9} 37.5{12.2} 34.9 {8.1} 39.8 {11.9}
Schizophrenia 38.0 {11.4} 40.1 {13.3} 38.8{11.9} 38.0 {12.6}

Duration of illness (years)
<2 45.6 {12} 40.0 {8.9} 29.9 {5.1} 33.5{7.3}
>2 38.7 {12} 39.7 {13.3} 38.6 {11.5} 38.6 {12.6}

General education (years)

<12 37.6 {10.6} 37.2 {10.9} 39.7 {12.6} 38.9{12.4}
>12 41.6 {14.1} 43.9 {15.3} 35.4 {8.2} 37.5{12.7}
Tertiary education

No 37.7 {10.8} 38.2 {11.6} 39.6° {12} 39.4° {12.9}
Yes 43 {14.5} 43.9 {16} 34.0° {8.3} 35.7°{11.1}

BPRS score, baseline
<33 43.9{12.2} 46.1 {13.9} 33.2 {9.3} 33.1{8.7}
>33 35.9{11.3} 36.5{11.5} 419 {11.8} 41.4{13.6}

GAF score, baseline

<49 37.5{11.7} 38.4{12.2} 39.8 {12} 39.2{12.7}
> 49 48.1 {11.1} 49.9 {14} 30.0 {3.9} 33.0{11.3}
a p<0.05.
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Chapter 7 OCTET Economic Evaluation

Introduction

Although we hypothesised that CTO use might lead to improved health outcomes in terms of reduced
hospital admissions and hence to significant cost savings for the health and social care system, we

also recognised that the additional coercion posed on patients might have a significant negative impact on
their quality of life and freedom of choice (i.e. their capabilities). To assess the trade-off between these
potentially conflicting impacts of CTOs, we carried out a prospective within-trial economic evaluation.

Economic evaluations compare the costs and the benefits of relevant alternative health care options to
assess their incremental cost-effectiveness. The current economic evaluation included:

® adetailed cost analysis of health, social care and other broader societal costs
® an incremental cost-effectiveness analysis comparing the CTO and non-CTO groups from the OCTET
Trial over the 12-month trial period.

Methods

Study population

Of the 336 randomised patients in the OCTET Trial, three were excluded and five died during the follow-up
period (see Chapter 6, Results). In order to reduce the potential bias in the cost-effectiveness results due to
the imbalanced timing of deaths, we removed these eight patients from the Economic Evaluation, which
was therefore based on 328 patients. Table 74 shows the sociodemographic and clinical characteristics of
these 328 patients (CTO 163; non-CTO 165).

Data collection

We collected all outcome and resource-use data through face-to-face interviews with the trial patients
at baseline and at 6 and 12 months. We based the cost analysis on an amended version of the CSRI
instrument,’® a widely used and well-validated instrument for collection of resource-use data in mental
health. Collected data included all hospital and community health and social services, psychotropic
medication, productivity losses and informal care. Information on manager hearings and tribunals were
extracted from the trial clinical research forms.

TABLE 14 Economic evaluation: patient characteristics at baseline, N =328

Age (years) 163 39.9 {11.28} 165 39.3{11.60}
Male 163 109 (67) 165 112 (68)
Marital status 162 - 164 -
Single (never married) - 122 (75) - 122 (74)
Married/co-habiting - 1(@7) - 17 (10)
Separated/divorced - 29 (18) - 25 (15)
continued
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TABLE 14 Economic evaluation: patient characteristics at baseline, N =328 (continued)

CTO (N=163) Non-CTO (N = 165)
Sample Sample
Variables size n (%)/mean {SD}  size n (%)/mean {SD}
Have children 162 72 (44) 164 59 (36)
General education (years) 161 11.7 {1.75} 163 12.0{2.11}
Accommodation 162 - 164 -
Independent - 116 (71) - 119 (72)
Supported - 29 (18) - 27 (16)
Homeless - 17 (10) - 18 (11)
Employment 162 - 165 -
Regular paid - 0(0) - 2(1)
Voluntary/protected/sheltered - 1(1) - 1(1)
Jobseeker’s Allowance - 9 (6) - 5(3)
Sickness benefit - 141 (87) - 146 (88)
Unemployed - 8(5) - 5@3)
Other (student/pensioner) - 3(2) - 6 (4)
Religious denomination 146 - 153 -
Christian - 64 (39) - 71 (43)
Jewish - 3(2) - 2.(1)
Muslim - 9 (6) - 9(5
Other - 27 (17) - 15(9)
None - 43 (26) - 56 (34)
Duration of illness (years) 158 14.6 {10.40} 162 14.0 {10.29}
Diagnosis 163 - 165 -
Schizophrenia, schizotypal and delusional disorders - 138 (85) - 141 (85)
Other psychosis (including bipolar disorder) - 25 (15) - 24 (15)
BMI (kg/m?) 124 - 132 -
Underweight (BMI < 18.5) - 6 (4) - 1(1)
Normal (18.5 < BMI < 25) - 48 (29) - 46 (28)
Overweight (25 < BMI < 30) - 47 (29) - 42 (25)
Obese (30 < BMI) - 23 (14) - 43 (26)
Ethnicity 163 - 165 -
White - 100 (61) - 102 (62)
Black - 36 (22) - 38 (23)
Asian - 15 (9) - 14 (8)
Mixed - 12 (7) - 11(7)

BMI, body mass index.
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Outcomes

The primary economic analysis was a cost-utility analysis, for which the quality-adjusted life-year (QALY)
calculated using the EuroQol-5 Dimensions, three-level version (EQ-5D-3L) was adopted as the effectiveness
measure." The EQ-5D-3L is a standardised, non-disease-specific instrument used for describing and valuing
health-related quality of life.’ It is widely used in health economics and it is the preferred measure by the
National Institute for Health and Care Excellence (NICE)."?' We valued EQ-5D-3L responses using the UK ‘tariff’
of utility values for discrete health states, and expressed changes in terms of QALYs gained over 12 months in
comparison to the relevant baseline values.'* Quality of life was assumed to change linearly between health
states. We also compared the changes between baseline and 12 months on the EQ-5D visual analogue scale
(EQ-5D VAS), in which patients rate their overall health status on a visual analogue scale (range 0-100).

We carried out a secondary economic analysis using the newly developed multidimensional capabilities
instrument, the Oxford Capabilities Questionnaire — Mental Health (OxCAP-MH) (Table 15) and the resulting
16-question capability index (CAPINDEX16) as outcome measures. The development of this measure is
described later in the report (see Chapter 10).

Costs

We applied national-level unit costs to each resource-use item to calculate the total cost of resources used by
each patient (Tables 16-18). All unit costs were for the financial year 2012—13 and were expressed in British
Pounds (f). We calculated medication costs using daily dose data and multiplying this with the average unit price
for each compound based on the British National Formulary.'* We estimated lost productivity costs using the
human capital approach. We multiplied days off work by the average daily UK national salary for patients who
were employed or self-employed.”*'?> We estimated informal care costs by multiplying the average UK hourly
salary for 2012-13 by the number of hours family and friends spent on helping patients because of their illness.

TABLE 15 OxCAP-MH measure®

1 Does your health in any way limit your daily activities, O Yes
compared to most people of your age?
[ No
[Please tick one]
1. Domain: DAILY ACTIVITIES
Are you able to meet socially with friends or relatives? O Yes
[Please tick one] [ No
2. Domain: SOCIAL NETWORKS
In the past 4 weeks, how often have you lost sleep O Always

over worry?

] Most of the time
[Please tick one]

[ Some of the time
3. Domain: LOSING SLEEP

[ Hardly ever

[ Never

4 In the past 4 weeks, how often have you been able to O Always
enjoy your recreational activities?
[] Most of the time
[Please tick one]
[ Some of the time
4. Domain: ENJOY RECREATION
[ Hardly ever

] Never

continued
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9A

9B

OxCAP-MH measure?® (continued)

Do you own your home (outright/or on a mortgage)?
[Please tick one]

5. Domain: PROPERTY OWNERSHIP

How suitable or unsuitable is your accommodation for
your current needs?

[Please tick one]

6. Domain: SUITABLE ACCOMODATION

Please indicate how safe you feel walking alone in the
area near your home:

[Please tick one]

7. Domain: NEIGHBOURHOOD SAFETY

Please indicate how likely you believe it to be that you
will be assaulted in the future (including sexual and
domestic assault):

[Please tick one]

8. Domain: POTENTIAL FOR ASSAULT

How likely do you think it is that you will experience
discrimination?

[Please tick one]

9. Domain: DISCRIMINATION

On what grounds do you think it is likely that you wiill
be discriminated against?

(Please complete only if your answer to question 8A is
‘Very likely’ or ‘Fairly likely’)

[Please tick up to three]

9. Domain: DISCRIMINATION

NIHR Journals Library

[ Yes

[ No

[ Very suitable

[ Fairly suitable

[ Neither suitable nor unsuitable
[ Fairly unsuitable

[ Very unsuitable
[ Very safe

[ Fairly safe
O Neither safe nor unsafe
[ Fairly unsafe

[ Very unsafe
[ Very likely

[ Fairly likely
[ Neither likely nor unlikely
[ Fairly unlikely

[ Very unlikely
[ Very likely

[ Fairly likely
[ Neither likely nor unlikely
[ Fairly unlikely

[ Very unlikely
[ Race/ethnicity

[ Gender

[ Religion

[ Sexual orientation
[1Age

[ Health or disability (including mental health)
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OxCAP-MH measure® (continued)

10 Please indicate how strongly you agree or disagree with the following statements:

[Please tick one box for each statement]

Strongly ~ Agree  Neither Disagree  Strongly
Agree agree disagree
nor
disagree

10A I am able to influence decisions affecting my local
area

10. Domain: INFLUENCE LOCAL DECISIONS

10B I am free to express my views, including political
and religious views

11. Domain: FREEDOM OF EXPERESSION

10C | am able to appreciate and value plants, animals
and the world of nature
12. Domain: APPRECIATE NATURE

10D I respect, value and appreciate people around me

13. Domain: RESPECT AND APPRECIATION

10E I find it easy to enjoy the love, care and support
of my family and friends

14. Domain: LOVE AND SUPPORT

10F I am free to decide for myself how to live my life

15. Domain: PLANINNG ONE'S LIFE

10G I am free to use my imagination and to express
myself creatively (e.g. through art, literature, music,
etc.)

16. Domain: IMAGINATION AND CREATIVITY

10H I have access to interesting forms of activity
(or employment)

17. Domain: ACCESS

11 The next question asks you to think about your life expectancy:

The average life expectancy in the UK is 77 years for men and 81 years for women. Some people think they are
going to live longer than the average person whilst other people believe they are going to live shorter than the
average person

1A Given your family history, dietary habits, lifestyle [ Longer than average
and health status, do you expect to live ...?
[ Same as average
[Please tick one]
[ Shorter than average
18. Domain: LIFE EXPECTANCY

11B Until what age do you believe you are going to OO0 years
live?

(Please complete only if your answer to question 10A is
‘Longer than average’ or ‘Shorter than average’.)

18. Domain: LIFE EXPECTANCY

© Queen'’s Printer and Controller of HMSO 2016. This work was produced by Burns et al. under the terms of a commissioning contract issued by the Secretary of State for Health.
This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals provided that
suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be addressed to: NIHR
Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science Park, Southampton
SO16 7NS, UK.



OCTET ECONOMIC EVALUATION

TABLE 16 Unit costs | (£, for year 2012-13)

Psychiatric medication

Oral medication

Depot medication

Mental health community/outpatient

Community mental health nurse — telephone contact

Community mental health nurse — face-to-face contact in
NHS setting

Community mental health nurse — face-to-face contact in
community

Psychiatrist — telephone contact

Psychiatrist — face-to-face contact in NHS setting

Psychiatrist — face-to-face contact in community

Psychologist — telephone contact
Psychologist — face-to-face contact in NHS setting
Psychologist — face-to-face contact in community

Drug/alcohol service worker — face-to-face contact in NHS
setting

Drug/alcohol service worker — face-to-face contact in
community

Other secondary care worker (e.g. occupational therapist) —
face-to-face contact in NHS setting

Other secondary care worker (e.g. occupational therapist) —
face-to-face contact in community

Day centre (groups/programmes, non-health-care staff)

Day hospital (group therapies etc., health-care staff,
regular)

Drop-in centre (including street agencies) (informal)
Self-help group/support group

Attendance in other facility (social club, dinner club)

Mental health inpatient

Psychiatric hospital inpatient general ward

Psychiatric hospital inpatient PICU

Various

Various

6.7
16.8

35.6

24.4

40.0

102.2

16.1
136.0
173.5

48.0

122.7

51.9°

66.1°

37.0

100.0

37.0
59.0

6.9°

3459
669.3

Per daily dose (mg)

Per administered
depot (ml/mg)

Per contact

Per visit

Per visit

Per contact

Per visit

Per visit

Per contact
Per visit
Per visit

Per visit

Per visit

Per visit

Per visit

Per session

Per day

Per session
Per session

Per visit

Per day

Per day

BNF'Z

BNF'Z

Curtis'?®

Curtis'?®

Curtis'?®

NHS Reference Costs
2012-13,"% Curtis'*®

NHS Reference Costs
2012-13,"%" Curtis'?®

NHS Reference Costs
2012-13,"% Curtis'?®

Curtis'?®

Curtis'*®
Curtis'*®

Curtis'?®

Curtis'?®

Curtis'®

Curtis'?®

Curtis'*®

Curtis'?®

Curtis'?
Curtis'?
Community

Accountancy Self
Help'®

Curtis 2012

Curtis 2012'%¢

BNF, British National Formulary; PICU, Psychiatric Intensive Care Unit.

a Adjusted for inflation.

NIHR Journals Library www. journalslibrary.nihr.ac.uk



DOI: 10.3310/pgfar04210

TABLE 17 Unit costs Il (£, for year 2012-13)

Non-mental health outpatient

PROGRAMME GRANTS FOR APPLIED RESEARCH 2016 VOL. 4 NO. 21

Alternative therapies (NHS) — face-to-face 43.8 Per visit NHS Choices, www.nhs.uk/conditions/

contact in NHS setting acupuncture/Pages/Introduction.aspx
(accessed 1 July 2014)

Alternative therapies (NHS) — face-to-face 43.8 Per visit NHS Choices, www.nhs.uk/conditions/

contact in community acupuncture/Pages/Introduction.aspx
(accessed 1 July 2014)

Alternative therapies (private) — face-to-face 67.0 Per visit Private Healthcare Tariff'*°

contact in private health care facility

Alternative therapies (private) — face-to-face 67.0 Per visit Private Healthcare Tariff"*

contacts in community

Day patient hospital attendance/accident and ~ 117.0 Per attendance  NHS Reference Costs 2012-13'7

emergency attendance

Other medical/surgical outpatient visits 3.0-204.0 Per visit NHS Reference Costs 2012-13"%

Non-mental health inpatient

Other medical/surgical inpatient department 61.0-1964.0 Per day Scottish National Tariff 2012-13,""
NHS Reference Costs 2012-13"7

TABLE 18 Unit costs lll (£, for year 2012-13)

Primary care

GP - telephone contact 22.0 Per contact Curtis'*

GP — face-to-face contact in NHS setting 38.0 Per visit Curtis'®

GP - face-to-face contact in community 92.0 Per visit Curtis'®

Practice nurse — telephone contact 45 Per contact Curtis'®

Practice nurse — face-to-face contact in NHS 11.6 Per visit Curtis'®®

setting

Practice nurse — face-to-face contact in 23.9 Per visit Curtis'*®

community

Other primary care worker (e.g. dietitian or 3.6 Per contact Curtis'*®

nutritionist) — phone contact

Other primary care worker (e.g. dietitian or 30.0 Per visit Curtis'*

nutritionist) — face-to-face contact in NHS

setting

Other primary care worker (e.g. dietitian or 383 Per visit Curtis'*

nutritionist) — face-to-face contact in

community

Social care

Community support worker — face-to-face 8.1 Per visit Curtis'®

contact in NHS setting

Community support worker — face-to-face 10.3 Per visit Curtis'*®

contact in community

Social worker — telephone contact 18.5 Per contact Curtis'®®

Social worker — face-to-face contact in NHS 52.0 Per visit Curtis'*®

setting

Social worker — face-to-face contact in 66.3 Per visit Curtis'*®

community

continued
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TABLE 18 Unit costs lll (£, for year 2012-13) (continued)

Home help/home care worker — phone 5.7 Per contact Curtis'*®

contact

Home help/home care worker — face-to-face 255 Per visit Curtis'*®

contact in NHS setting

Home help/home care worker — face-to-face 25.5 Per visit Curtis'?®

contact in community

Housing worker — phone contact 2.6 Per contact Assuming national average salary,
ONSHZ

Housing worker — face-to-face contact in NHS 5.2 Per visit Assuming national average salary,

setting ONS'32

Housing worker — face-to-face contact in 6.6 Per visit Assuming national average salary,

community ONS™

Voluntary/charity worker (e.g. advocacy) — 2.6 Per contact Assuming national average salary,

phone contact ONS'™?

Voluntary/charity worker (e.g. advocacy) — 5.2 Per visit Assuming national average salary,

face-to-face contact in NHS setting ONS™

Voluntary/charity worker (e.g. advocacy) — 6.6 Per visit Assuming national average salary,

face-to-face contact in community ONS™

Indirect costs

Lost productivity (sick leave) 116.8 Per day Assuming national average salary,
ONSmZ

Informal care 15.6 Per hour Assuming national average salary,
ONSBZ

GP, general practitioner; ONS, Office for National Statistics.

Analyses

Although we primarily assessed cost-effectiveness from the health and social care perspective preferred by
NICE,"" we thus also conducted separate analyses including indirect costs such as lost productivity and
informal care. We assessed independently the impact of CTOs on the number of manager hearings and
tribunals. We also investigated the impact of missing data in contrast with the complete cases data set in
our sensitivity analysis. For this, we assumed missing data to be missing at random, and estimated values
using multiple imputation with randomisation group, age, gender, main clinical diagnosis, iliness duration
and length of inpatient stay as covariates.”* The number of imputations sets was kept at 30 for costs and
EQ-5D, and 50 for the OxCAP-MH index (CAPINDEX16), driven by the percentage of cases that were
incomplete.’™ Further sensitivity analyses addressed the potential impact of the assumed pattern of
transition between health states on the outcome results.

Results are reported as means with standard deviations (SDs) or as mean differences with 95% Cls.

We compared differences in mean costs and effects in a regression framework, with a p-value of < 5%
considered as statistically significant. We used non-parametric bootstrapping’* from the cost and
effectiveness data to generate a joint distribution of the mean incremental costs and effects for the
options under comparison and to calculate the 95% Cls of the incremental cost-effectiveness ratio (ICER).
We represented uncertainty around the main cost-effectiveness estimates by cost-effectiveness
acceptability curves (CEACs) using the net benefit approach.’¥” CEACs show the probability that each
option is cost-effective to a range of maximum values (ceiling ratio) that a decision-maker might be
willing to pay for an additional unit of improvement in outcomes. We carried out all analyses according to
the intention-to-treat principle, using Microsoft Excel® 2010 (Microsoft Corporation, Redmond, WA, USA)
and Stata 13 software.
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Results

Outcomes

Table 19 shows the mean value of the different outcome measures (EQ-5D-3L, EQ-5D VAS and OxCAP-MH
index) at baseline and at 6 and 12 months. There was no significant difference in the change in QALYs
gained during the 12 months in comparison with baseline between the CTO and non-CTO groups (Table 20).
Neither could we find an indication of benefit for CTO in comparison with non-CTO in terms of patients’
capabilities either in the complete case analysis (n = 67, mean OxCAP-MH index difference: 0.818, 95% Cl
—2.04 t0 3.68; p = 0.58) or in the full imputed data set (n = 328, mean OxCAP-MH index difference: 0.527,
95% Cl-0.62 to 1.68; p=0.37).

Costs

The mean costs per patient over the 12-month follow-up are listed according to the different resource-use
categories and analysis scenarios in Table 21. Further discussion of the main cost results are based on the
full imputed data set. The mean total health and social care costs were £35,959 per patient (SD £44,886)
in the CTO group and £36,003 per patient (SD £41,406) in the non-CTO group. The costs of mental
health hospitalisation accounted for > 85% of the annual health and social care costs. There was no
indication of a significant difference between the groups in any of the investigated health and social care
cost categories, either in the complete case or in the full imputed data set analyses.

Only one patient in the CTO group and five patients in the non-CTO group had any period of employment
or self-employment during the 12-month follow-up period, and from these only one reported lost
productivity due to sick leave. Patients in the CTO group had significantly higher mean informal care costs
than patients in the non-CTO group: £6138 versus £2993, respectively (see Table 27). The mean number
of manager hearings and tribunals per patient was also significantly higher in the CTO group, as would be
expected (Table 22).

Cost-effectiveness

In the complete case analysis, the non-significant differences in mean costs (health and social care
perspective £5388, societal perspective £7067) and mean effects (0.003 QALY gained) between the

CTO and the non-CTO groups resulted in ICERs of £1,893,388/QALY gained from the health and social
care perspective and £2,483,349/QALY gained from the societal perspective. After conducting multiple
imputation of missing data, we found non-significant mean cost differences of —£44 from the health and
social care perspective and £3102 from the societal perspective between the CTO and non-CTO groups.
The mean effects difference (0.006 QALY gained) was also non-significant resulting in ICER point estimates
of —£7651/QALY gained (health and social care perspective) and £537,292/QALY gained (societal
perspective), respectively.

Figure 11 illustrates the uncertainty around the ICER point estimates using scatterplots of the bootstrapped
cost and effectiveness pairs for CTO compared with non-CTO for the different analysis scenarios. The
points in the scatterplot fall in all four quadrants of the cost-effectiveness plane, suggesting that there is
no unequivocal conclusion to be drawn regarding the cost-effectiveness of CTO in terms of QALYs gained.
Figure 12 shows the relevant statistical uncertainty in the form of CEACs. These clearly illustrate that,
independently of the analysis scenario, the probability of CTO being cost-effective remains at <50% or
below at the currently considered maximum UK cost-effectiveness threshold value of £30,000/QALY."

The assumed pattern of transition between health states had no impact on the final results and
conclusions. The mean QALY difference was —0.008 (95% CI —-0.10 to 0.08; p = 0.87) between CTO and
non-CTO when transition was assumed at the beginning of the time period, and 0.017 (95% Cl -0.03 to
0.07; p=0.49) when transition was assumed at the end of the time period.
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TABLE 20 Change in QALYs gained during 12 months in comparison to baseline

CTO Non-CTO CTO vs. Non-CTO

L\ ET]
QALYs gained Sample size Mean {SD} Sample size Mean {SD} difference = 95% Cl

Complete case analysis

QALYs gained 69 0.03 {0.19} 74 0.03 {0.23} 0.003 -0.07t0 0.07 094
Imputed full data set
QALYs gained 163 0.02 {0.19} 165 0.02 {0.20} 0.006 -0.04t00.05 0.79

TABLE 21 Mean costs per patient over the 12-month period (£, for year 2012-13)

CTO (N = 163) Non-CTO (N = 165) CTO vs. non-CTO

Mean
Mean {SD} Mean {SD} difference 95% ClI

Complete case analysis

Total medication 163 1266.0 {2123.03} 165 1432.5{1487.47} -166.5 -458.74 t0 125.68

costs

Oral medication 163 920.9 {44,862.35} 165 895.6 {997.22} 25.4 -197.98 to 248.67

Depot medication 163 345.1 {348.30} 165 536.9 {1281.88} -191.9 -421.08 to 37.34

Total other health 95  35,984.9 {400.79} 90  30,343.8 {34,974.91} 5641.1 -6665.50 to 17,947.63

and social care costs

Mental health 99  2172.8 {259.17} 92 2054.1 {2565.27} 118.7 -551.86 to 789.29

community/outpatient

Mental health 163 30,655.1 {1951.87} 165 30,393.4 {41,341.95} 261.7 -9077.69 to 9601.07

inpatient

Non-mental health 104 98.0 {49,540.10} 100 133.0 {286.59} -34.9 -122.32 t0 52.45

outpatient

Non-mental health 106 75.9 {1064.80} 101 405.1{1827.76} -329.2 —693.68 to 35.38

inpatient

Primary care 105 145.2 {778.43} 99 238.8 {478.03} -93.6 -200.02 to 12.81

Social care 101 1216.5 {1198.90} 98 1335.1 {2343.42} -118.7 -718.79 t0 481.48

Total health and 95 37,1979 {49,43891} 90  31,809.9 {35,064.79} 5388.1 -6912.97 to 17,689.07

social care costs

Indirect costs 81 5307.6 {16,774.04} 72 1355.0 {3647.60} 3952.6° 203.77 to 7701.47

Lost productivity 97  0.00 {0.00} 85  55.00 {506.64} -55.0 -162.66 t0 52.75

(sick leave)

Informal care 83 5243.2{16,574.11} 76 1283.7 {3562.04} 3959.5° 304.97 to 7613.92

Total societal costs 59  37,756.4 {44,469.28} 57 30,689.5 {33,045.08} 7066.9 -7157.99 to0 21,291.81
continued
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TABLE 21 Mean costs per patient over the 12-month period (£, for year 2012-13) (continued)

CTO (N=163) Non-CTO (N = 165) CTO vs. non-CTO
Mean
Mean {SD} Mean {SD} difference 95% ClI
Imputed full data set
Total medication 163 1266.0 {1198.90} 165 1432.5{1487.47} -166.5 -458.74 10 125.68
costs
Oral medication 163  920.9 {1064.80} 165 895.6 {997.22} 25.4 -197.98 to 248.67
Depot medication 163 345.1{778.43} 165 536.9 {1281.88} -191.9 -421.08 to 37.34
Total other health 163 34,693.1{44,928.06} 165 34,570.7 {41,382.25} 122.4 -9228.61 t0 9473.33
and social care costs
Mental health 163 2417.1{2019.22} 165 2280.8 {2424.34} 136.3 -346.30t0 618.94
community/outpatient
Mental health 163 30,655.1{44,862.35} 165 30,393.4{41,341.95} 261.7 -9077.69 to 9601.07
inpatient
Non-mental health 163  92.6 {281.59} 165 125.8 {238.42} -33.2 -89.71 t0 23.29
outpatient
Non-mental health 163 78.6 {332.40} 165 312.4{1439.77} -233.7 -459.27 t0 -8.21
inpatient
Primary care 163 150.0 {221.39} 165 207.8 {377.03} -57.8 —124.63 t0 9.01
Social care 163 1299.7 {1707.99} 165 1250.5 {1885.22} 49.1 -340.10 to 438.34
Total health and 163 35,959.0 {44,886.29} 165 36,003.2 {41,406.39} -44.2 —9392.90 to 9304.56
social care costs
Indirect costs 163 6138.4 {13,752.46} 165 2992.6 {8407.44} 3145.8° 675.40 t0 5616.22
Lost productivity 163 0.0 {0.00} 165 28.3 {363.64} -28.3 -83.79 t0 27.18
(sick leave)
Informal care 163 6138.4 {13,752.46} 165 2964.3 {8404.91} 3174.17 703.91 to 5644.33
Total societal costs 163 42,097.4{45,977.40} 165 38,995.8 {41,475.12} 3101.6 —-6378.23 t0 12,581.51
a p<0.05.

TABLE 22 Manager hearings and tribunals

CTO vs. Non-CTO

Mean
Hearings/tribunals difference  95% CI

Complete case analysis

Number of tribunals (MHRT) 163 0.6 {0.72} 164 0.3 {0.54} 0.3 0.12 t0 0.40 <0.050
Number of manager 163 0.4 {0.55} 164 0.2{0.53} 0.1 0.01 t0 0.25 <0.050
hearings

Imputed full data set

Number of tribunals (MHRT) 163 0.6{0.72} 164 0.3{0.54} 03 0.12t0 040  <0.050
Number of manager 163 0.4{0.55} 164 0.2{0.53} 0.1 0.01t0 0.25 <0.050
hearings
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FIGURE 11 Bootstrapped mean differences in costs and effects of CTO vs. non-CTO. (a) Health and social care costs,
complete case analysis (n = 121); (b) health and social care costs, imputed full data set (n = 328); (c) societal costs and
effects, complete case analysis (n = 102); and (d) societal costs and effects, imputed full data set (n =328). (continued)
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complete case analysis (n = 121); (b) health and social care costs, imputed full data set (n =328); (c) societal costs and
effects, complete case analysis (n = 102); and (d) societal costs and effects, imputed full data set (n = 328).
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FIGURE 12 Cost-effectiveness acceptability curves. (a) Health and social care costs, complete case analysis (n = 121);
(b) health and social care costs, imputed full data set (n=328); (c) societal costs, complete case analysis (n = 102);
and (d) societal costs, imputed full data set (n =328). (continued)
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Cost-effectiveness acceptability curves. (a) Health and social care costs, complete case analysis (n=121);
(b) health and social care costs, imputed full data set (n =328); (c) societal costs, complete case analysis (n = 102);
and (d) societal costs, imputed full data set (n=328).

The results did not support the hypothesis that CTOs would result in reduced hospitalisation costs.
There was no evidence of any health or social care cost savings in the CTO group.

CTOs significantly increased informal care costs and the costs of legal procedures.

CTO use had no significant impact on patients’ health-related quality of life or capabilities.

CTOs are unlikely to be cost-effective from a health and social care or a broader societal perspective.
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Chapter 8 OCTET Qualitative Study

Introduction

We designed the OCTET Qualitative Study in order to study the social mechanisms of compulsion in
community mental health care, and to explore in depth participants’ perceptions of compulsion under
CTOs. The objective was ‘to conduct a detailed qualitative assessment of the experiences of patients, staff
and carers with Community Treatment Orders’. Current literature on personal experiences of CTOs is very
limited and suggests that patients hold ambivalent, and sometimes contradictory, views about CTOs; family
carers generally find them helpful, though limited; and most psychiatrists find them useful 58737578 Given
that CTOs were introduced so recently in England and Wales, no study of personal experiences of the
English CTO regime exists. The OCTET Qualitative Study therefore aimed to contribute to a fuller picture of
how the law is implemented and how CTOs operate in practice by examining psychiatrists’, patients’ and
family carers’ experiences.

This chapter draws substantially on a paper published by members of the members of the OCTET Coercion
Programme Group: Canvin et al.,'*® with permission from Springer Publishing Company.

Methods

Design

Individual in-depth interviews provide rich data on personal experience and are particularly appropriate for
studying sensitive research topics. We conducted interviews with patients (AS), family carers (JR) and
psychiatrists (KC), respectively. We initially invited participants to tell their story freely and then used a
semistructured topic guide to ensure that the same topics were covered in each interview (allowing for
within- and between-case comparisons). The topic guide was developed in co-operation with service user
and carer representatives. (It is available from the authors by request.) The interviewers were Anna Sulman
(AS, social science graduate, white British female, early thirties), Jorun Rugkasa (JR, PhD in sociology, white
Norwegian, early forties) and Krysia Canvin (KR, PhD in Law, white British, late thirties).

The interviews with each subsample used a specifically designed topic guide containing open-ended
guestions in order to spark discussion of specific topics, followed by open, participant-driven elaboration.
We developed the topic guide from emerging findings in the OCTET Trial and from the literature, and
piloted it to ensure its acceptability to participants. Topics included experiences of and views about:

® mental health services (views on compulsion and, in particular, its use in mental health care)
® (CTOs and Section 17 Leave and how they work
® other types of coercion and how they work.

Interviewers prompted participants about CTO conditions and recall. We probed for nuance, including
changes over time and circumstances, and differences between CTOs and other inpatient and outpatient
interventions. We also asked family carers questions regarding their views and experience of informal
coercion in general and of leverage in particular. We asked psychiatrists about the ethical challenges of
working with CTOs and Section 17 Leave. We offered patients and family carers £25 as a compensation
for their time. After the interview, we gave participants the opportunity to review their transcript before
providing consent for the use of direct quotations. We audio-taped all interviews and transcribed them ad
verbatim. A researcher checked the transcripts for accuracy and returned them to the participant if the
participant had indicated that they wished to review it. If a participant did not want a particular section
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guoted, this was marked in the transcript. Atlas.ti qualitative analysis software version 6.2. (Scientific
Software Development, Berlin) aided the storage, management and retrieval of data.

Sampling was purposive and aimed to achieve maximum variation® of characteristics that were expected
to influence views, experiences and use of CTOs. The sampling pool for patient interviews comprised the
237 patients (119 CTO, 118 non-CTO) from the OCTET Trial sample who had agreed to be approached
about the Qualitative Study (93 declined, 3 were deceased). As we were primarily interested in personal
experiences of being under a CTO, we aimed to sample 75% of interviewees from the CTO arm.

We recruited psychiatrists from the pool of those with whom we had discussed recruitment to the trial.
This included psychiatrists from both inpatient and outpatient settings and psychiatrists who did and did
not recruit to the trial. We recruited family carers via carer organisations, research collaborators and

via snowballing.

We utilised a modified version of Grounded Theory,' an inductive methodology concerned with
producing theoretical and conceptual insights grounded in empirical data. Following initial line-by-line
‘open’ coding of the transcripts,™' we identified patterns and deviant cases using the constant comparative
method.'*? Coding and initial analyses were undertaken while the relevant researcher was blind to the
OCTET Trial results.

When conducting qualitative analysis, as we elaborate in more detail in relation to the ULTIMA Quialitative
Study (see Part 4, Chapter 19), researchers usually decide a posteriori which analytical strands to pursue
and in what order. Given the aim of the overall programme, we decided first to pursue analysis of
participants’ experience of the mechanisms by which CTOs were designed to work (conditions and recall)
and their impression of how they worked.

The four themes discussed below originated from different aspects of the Grounded Theory analytical
approach used. Taking a deductive approach, we specifically asked about and coded for participants’
experiences and views of CTO recall and conditions. An inductive analytical approach led to the emergence
of the notion of legal clout. We also sought data on participants’ considerations about the effectiveness of
CTOs, as this was part of the overall agenda for the OCTET Study. Rather than using a preconceived
definition of effectiveness, here we used participants’ descriptions compared against their perceptions of
the purpose of CTOs, combining the deductive and inductive approaches. We conducted focused coding'
in order to identify and analyse all mentions of these themes. All members of the qualitative research team
provided input into the analysis through regular discussion of the findings and their interpretation.

We also examined the interview transcripts closely to identify ethical issues arising (as reported separately;
see Chapter 9).

Of the 45 patients with whom we made contact, three in the CTO arm of the RCT and one in the
non-CTO arm declined to participate. Two CTO patients and two non-CTO patients cancelled their
interviews. None of the 25 psychiatrists approached declined to participate. A total of 26 family carers
volunteered and were interviewed. Participants were geographically spread across England and attached to
a range of mental health teams, including Early Intervention Services (EIS), CMHTs, AOTs and forensic
teams, and together they had experience of the various aspects of CTOs. Interviews lasted on average

65 minutes (range 25-135 minutes). The sample is described in Table 23.
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TABLE 23 Characteristics of the OCTET qualitative samples at the time of interview

Patients (N = 37)

With CTO Without CTO Carers, N =26

Psychiatrists experience experience (patients cared for,

Characteristic (N =25) (n =26) (n=11) N=23)°
Male 19 18 6 7
Ethnicity

White 18 14 11 23¢

Black 1 7 0 0

Others 7 5 0 3
Diagnosis

Schizophrenia - 18 7 21

Bipolar disorder - 7 0 3)

Other psychosis - 1 4 (29
Depot medication - 14 NK (11)
History of violence - NK NK (12)
Team

CMHT 6 [N 6 -

AOT 6 9 2 -

EIS 2 1 1 -

Forensic 1 0 0 -

Unknown 0 5 2 -
Setting/role

Inpatient 7 - - -

Community 14 - - -

Inpatient/community 4 - - -
SOAD 1 - - -
Recruited for OCTET 19 - - -

Relationship to patient

Parent - - - 22
Spouse - - - 3¢
Sibling - - - 1
CTOs used
0 2 - - -
1-10 I - - _
11-20 4 - - -
>20 8 - - -

continued
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TABLE 23 Characteristics of the OCTET qualitative samples at the time of interview (continued)

Patients (N = 37)

With CTO Without CTO Carers, N = 26

Psychiatrists experience experience (patients cared for,

Characteristic (N = 25) (n=26) (n=11) N =23)°
CTO status

Ongoing CTO - 13 - (14)

Revoked - 4 - 2)

Ended (reason unknown) 8 - 0)

Discharged - 0 - 3)

Unknown - 0 - (59

Duration of CTO (months)

<6 - 15 - ©)
6-12 - 8 - )
>12 - 2 - @)
Unknown - 0 - (59
Experience of recall - 7 - 8

EIS, Early Intervention Services; NK, not known; SOAD, second opinion appointed doctor.
a Including three couples.

b Data presented in parentheses relate to the patients for whom the carer provided care.
¢ Includes the two carers of patients who had no CTO experience.

The topic of the analysis reported here was the experience of CTOs, so this did not include patients in the
non-CTO arm. Two family carers were also excluded as the person they cared for had not been on a CTO.
We therefore report from interviews with samples of the 26 patients with CTO experience, 24 family carers
and 25 psychiatrists.

Quotations from the transcripts are included to illustrate and validate our interpretations.’* Words and short
phrases appearing in the text in quotation marks are examples of the language used by participants. Words
appearing in italics indicate descriptive analytical labels reflecting themes. Quotations are attributed to
patients identified by a unigue patient identification (ID) number, team and CTO status (e.g. ‘CTO ongoing’);
family carers identified by a unique carer ID number and relationship to the patient; and professionals
identified by profession, unique ID number and type of service. When this is a dialogue with the interviewer,
speakers are identified in full, where first mentioned, and by P (patient), C (carer) or | (interviewer)
subsequently.

Views and experiences of community treatment order conditions

As described above (see Part 2, Chapter 5), the CTO regime in England and Wales specifies two mandatory
conditions that apply to all CTOs:*® first, patients who refuse medication or who lack capacity must be
assessed by a second opinion appointed doctor (SOAD) to confirm that the treatment specified is
appropriate; and second, all patients must make themselves available for assessment for renewal of the
CTO. The RC and AMHP who initiate the CTO may also specify discretionary conditions based on their
knowledge of an individual patient. We asked psychiatrists, patients and family carers about their
experience of CTO conditions.
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Psychiatrists’ perspectives

Psychiatrists’ accounts of inserting discretionary conditions were strikingly pragmatic. Overall, they
proposed that conditions could be as useful as only their content and design allowed. Most designed
conditions primarily with effectiveness in mind. Many described inserting only ‘minimal’ conditions, the
‘usual’ ones being adherence to medication and contact with the mental health team. The criteria that
psychiatrists repeatedly mentioned as guiding their design of conditions were achievability and
enforceability: conditions that were neither achievable nor enforceable were reportedly avoided. Similarly,
it was considered important to make the wording as ‘broad” as possible to accommodate probable
changes in personnel or treatment and permit control over detail by the CMHT. None of the psychiatrists
interviewed described inserting conditions related to work or social activities: such conditions were
dismissed as ‘'unworkable and pointless’ (consultant psychiatrist 2, inpatient/community).

There was variation in psychiatrists’ attitudes towards and use of other conditions, such as those
stipulating, for example, abstinence/moderation of substance or alcohol use, participation in psychological
therapies or, as the two following excerpts demonstrate, residence in a specified place:

We might specify a residence if that’s a particularly important element that needs to be in place.
It may be supported accommodation. A lot of our people have been through a variety of housing
set-ups, have failed to maintain tenancies and a lot of them tend to drift around a bit and it can be
sometimes difficult to sort of keep tabs.

Consultant psychiatrist 4, AOT

There’s often some confusion about whether you can [stipulate a specific residence]; and I've seen
people who've had it on them [. . .]. | don’t think, as far as I'm aware, that it's the right use of [CTO].
Consultant psychiatrist 13, inpatient

This variation and other deviations from the criteria described arose out of the need, albeit infrequent,
to insert a condition that catered for the specific needs of an individual patient. They took into account,
for example, factors such as patient safety, the practicality of monitoring patients’ whereabouts and the
likelihood of substance misuse-related deterioration (despite treatment adherence).

Patients’ perspectives
From the patient perspective, the CTO and its conditions were synonymous. Most patients described
‘having to" do various things as part of their CTO, including ‘having to’ take medication:

They just want me to take the medication but | think the mental health services rely too much on
medication and not enough on other means of solving people’s problems.
Patient 1, CMHT, ongoing CTO

Despite this, some expressed confusion about whether or not their CTO included conditions and few
spontaneously referred to conditions per se. None of the patients interviewed distinguished between
mandatory and discretionary conditions.

Patients’ reported responses to their conditions ranged from matter-of-fact acceptance to outright
rejection; some patients questioned their necessity (and the need for compulsion): ‘I'm not criminal; | don’t
know why | have to report everything | do’ (patient 2, CMHT, CTO finished). ‘Medication ties’, travel
restrictions and accommodation conditions were viewed by patients as restricting their freedom; a few
expressed feelings of being ‘trapped’ or ‘imprisoned’. One or two welcomed the CTO as a ‘safeguard’

and compared it to being sectioned in hospital:

On the surface [the CTO] does seem freer [. . .]. It was better than being on section [involuntarily
detained in hospital] because you would end up in hospital being away from everybody.
Patient 37, AOT, CTO finished
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Family carers’ perspectives

Family carers portrayed conditions as a helpful mechanism because the CTO carried legal authority that
carers did not, or could not, apply themselves, at least not without risk of damaging their relationship with
the person for whom they cared. Taking medication and keeping in contact with services were the most
frequently mentioned conditions. Understanding of CTO conditions varied, however. Many, but not all,
had seen formal documentation, or had been otherwise informed of what conditions applied. Others
struggled to distinguish the conditions of the CTO from what mental health teams encouraged patients to
do (e.g. give notice of travel) or confused them with other obligations, for example parole conditions or
curfew rules imposed by supported housing. Some reported that the mental health teams also appeared
uncertain about how CTO conditions could be used. Some said, for example, that they had been told that
depot medication was a necessary CTO condition (although there were cases when this was challenged
and amended). One carer reported being told that abstinence from alcohol could not constitute a CTO
condition. Others pointed out that the mental health team restricted the use of conditions:

Interviewer: Can you remember what conditions were put on the CTO? What kind of things he had
to do?

Carer 22, parent: I think it was just medication. Because the other things like his drinking or his
cannabis smoking, that was very much left to him, he had to approach the services for support.

Some expressed disappointment about this and mentioned further conditions that they would have liked
further to have been included, such as social engagement:

Carer 13, parent: If the team were active and found something for this intelligent man to do [. . .] then
I would see a way of recovery in terms of being included in things and going out and getting fresh air.

Interviewer: Would he do it do you think if [the team] came knocking on the door?
C: If he had to.

|- OK so it would have to be made conditional?

C: Absolutely. If it meant that rather than hospital he would [do it].

Views and experiences of recall to hospital under the community treatment order

Under a CTO, a patient may be recalled to hospital when the patient (1) requires treatment in hospital and
in the absence of recall there would be a risk of harm to self or others, or (2) does not comply with one of
the mandatory conditions. As described above, the Code of Practice states that patients and their families
should be consulted about the CTO, its conditions and the need to recall.*® We asked psychiatrists,
patients and family carers about their experience of recall.

Psychiatrists’ perspectives

The majority of psychiatrists perceived the power of recall to be the mechanism that gave the CTO its
‘teeth’, at least theoretically. From psychiatrists’ perspectives, adherence was driven by patients’ belief that
non-adherence would (automatically) lead to hospitalisation via recall.

Interpretations of the law and the Code of Practice relating to the use of recall varied. Some psychiatrists
expressed continuing uncertainty about the lawfulness of using recall to give depot injections to patients
for refusing medication or for non-compliance with discretionary conditions. Most — but not all —
interpreted the Code as requiring evidence of deterioration in the patient’s mental health for recall. For
some, this requirement set the threshold for recall disappointingly high and limited the utility of CTOs in
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practice. Regardless of their interpretation, however, some psychiatrists’ accounts of how they explained
the CTO to patients suggested that they did not share their concerns about the limitations with patients:

The patient is not always entirely clear what happens and | don’t always clarify exactly what
happens either.
Consultant psychiatrist 24, Forensic inpatient/community

Although some psychiatrists reported reminding non-compliant patients about the potential for recall as a
way of enforcing medication adherence, some expressed concern about doing so: ‘Is it blackmailing when
you say ‘recall or injection’?’" (consultant psychiatrist 11, CMHT).

Although the overall view of recall was positive, many psychiatrists described the recall procedure as

‘a hassle’, complex or too time-consuming. Various limitations were mentioned: the 72-hour assessment
period was thought to be inadequate; insufficient availability of inpatient beds was said to limit use of
recall; and lack of clarity about out-of-hours or out-of-area procedures had reportedly caused logistical
difficulties in several cases. A few psychiatrists thought that the recall procedure permitted quicker hospital
admission but others indicated that, given its limitations, the CTO added little and expressed a preference
for conducting MHA assessment:

Sometimes the whole thing gets so cumbersome that you will feel, ‘Golly, let’s forget about this and
go back to normal service with the Mental Health Act’.
Consultant psychiatrist 4, AOT

Patients’ perspectives

Patients were acutely aware of what they viewed as the ‘threat’ of recall ‘hanging over’ them. Only two
patients used the term ‘recall’ unprompted, and some could not remember whether or not they had ever
been recalled. In contrast with psychiatrists, patients generally perceived that recall had a relatively low
threshold and could be used for non-compliance with conditions, one-off refusal of medication, general
non-co-operation or simply ‘on a whim’ (patient 17, CMHT, CTO finished). A few patients with experience
of recall said the power could be used if they exhibited signs of illness:

All | know is that if | don't take my depot and they think — and my CPN [community psychiatric nurse]
or my doctor thinks I'm not very well then they can put me back into hospital without me having a say
in it really.

Patient 35, EIS, ongoing CTO

Although most expressed the view that: ‘I would rather take my medication’ than go to hospital, the
potential for recall to hospital was only one reason that patients gave for medication adherence. One or
two said ‘nothing would happen’ if they did not adhere.
Patients recognised that recall was a ‘new’ power:
Patient 1, CMHT, ongoing CTO: Well basically when | was on my section they would give me the
Clopixol injection and then when | come off my section | would say | didn’t want to have the injection
any more and I'd stop the injection. [. . .]
Interviewer: [...] You refused to take it?
P: Yeah | refused to take it.
I [...] What did they use to do or say to try and encourage you?

P: There was nothing they could do.
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Nevertheless, patients expressed the sentiment that there was little difference between recall and being
involuntarily detained: both led to involuntary hospitalisation. Some expressed a preference for the recall
procedure because of, for example, being recalled by letter rather than ‘everybody coming round’, being
taken to hospital by car rather than ambulance, and being admitted more quickly.

Family carers’ perspectives

Family carers also described the power of recall as giving ‘teeth’ to CTOs and the ‘threat’ or ‘fear’ of
readmission as instrumental in increasing medication adherence. Knowing that their relative could be
returned to hospital without fully relapsing relieved some carers’ anxiety about patient well-being and, for
a few, their own safety. One carer said that the power of recall meant she was ‘not the nervous wreck |
was’ (carer 2, parent). Some noted that as the recall function had not yet been tested in their case, it was
unclear if it represented an improvement. Most of those who did have experience of recall said that,
helpfully, it had happened without delay [e.g. via general practitioner (GP) referral or MHA assessment]:

He wouldn’t take his medication when he relapsed and that was the reason they could take him back
into hospital. So we would have perhaps a fortnight of it instead of four months. [. . .] It makes such a
difference. It saves us all so much distress.

Carer 2, parent

One carer, however, said that she had successfully intervened to prevent what she considered premature
recalls of her daughter on several occasions. Another, after alerting the mental health team to her son’s
deterioration, had the recall stopped when she realised that no beds were available locally. Not all carers
reported this level of influence, however.

The criteria for recall were unclear to many: some thought it followed automatically if a condition,
particularly pertaining to medication, was breached. Others believed signs of deterioration were required.

It wasn't clearly spelled out to him. | couldn’t get a clear grip on that if you don’t do A then B will
happen; what B was. [. . .]. All of that was very unclear.
Carer 26, parent

Influence of legal clout
All three groups referred to respect for the legal powers of the CTO and those administering them and
how this influenced patients’ behaviour: we refer to this as legal clout.

Psychiatrists’ perspectives
For psychiatrists, the main purpose of the CTO was legally to oblige patients to engage with services and
be compliant with prescribed medication:

I think a bit of the law actually helps because they worry, ‘Oo, better keep going with it. This is the
law. The doctor says it's the law so I'll stick with it’.

Consultant psychiatrist 2, inpatient/community

The legal clout dimension of the CTO was perceived to be pivotal for some patients: ‘Certain people, just
because they're on a [CTO], toe the line’ (consultant psychiatrist, 12, EIS).

Patients’ perspectives
Patients’ perceived the CTO as a legal tool for enforcing their adherence to treatment:

They use the law to keep somebody to do things against their will like to give them medication.
Patient 1, CMHT, ongoing CTO
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Most seemed to understand that adherence to the CTO and its conditions was a ‘legal requirement’.
These patients viewed the CTO as tantamount to being ‘forced’ to take medication and feeling forced was
one of the main reasons given by patients for adhering to medication: 'If it was free choice | would say,
“No, | do not want it"’ (patient 6, ongoing CTO). All patients, however, appeared to understand that
medication could not be administered by force in the community setting: ‘They can’t treat you at home,
but they can inject me without sectioning’ (patient 31, AQOT, ongoing CTO).

Family carers’ perspectives
Like patients, family carers also largely saw the main rationale of the CTO as obliging patients to
take medication:

He’s been on a reqular depot medication and he knows that if he attempted to refuse it, which he’s
done many times in the past, he could be taken back into hospital without further ado.
Carer 24, parent

Family carers considered their relative’s respect for the law and/or the power of recall to be the key
mechanism for achieving adherence: 'He's getting the consequences. This really is up to him’ (carer 2,
parent). As such, legal clout could be more effective than familial pressure.

Impressions of community treatment orders’ effectiveness

All three groups expressed the idea that the desired effects of CTO would be adherence and avoiding
hospitalisation. The extent to which they thought this was achieved in practice varied within and between
the groups.

Psychiatrists’ impressions

Most psychiatrists interviewed reported examples of when they thought that the CTO had been effective in
terms of adherence to medication and readmissions, and when it had not. One AOT psychiatrist with
15-20 patients on CTOs commented that in his experience:

One third or so have a major beneficial response. There’s another third who it makes some difference
[to] but it’s not the entire answer (and it’s never going to be) and the other third it doesn’t make a
shadow of difference.

Consultant psychiatrist 4, AOT

Some said, however, that it was 'too early’ to tell and some were awaiting the OCTET Trial results. Others
said that the numbers seen in their own practice were too small to be able to judge: "You've got to look at
hundreds of cases before you are actually able to draw a conclusion’ (consultant psychiatrist 7, inpatient/
community). There was also reluctance to attribute changes in patients’ outcomes to the CTO alone:

‘It is really difficult to disentangle how much of this is due to the CTO' (consultant psychiatrist 9, AQT).

None of the psychiatrists interviewed said that CTO patients received anything different or extra compared
with non-CTO patients. Nevertheless, some referred to potential benefits afforded by the CTO, such as
structure and a period of stability. Also, some described pairing the CTO with depot medication with a
view to facilitating enforcement:

Unless [the patient’s] family take a keen interest in monitoring the medication there usually are issues
with non-compliance; with the depot we know when they have missed and we can sort of
enforce that.

Consultant psychiatrist 17, AOT

Patients’ impressions
Some patients described feeling well and enjoying greater stability since being on a CTO, but not many
thought that they spent less time in hospital or had fewer admissions: ‘I'm the sort of person who is in and
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out of hospital like a yo-yo with CTOs or without them’ (patient 17, CMHT, CTO revoked). A few patients
attributed their improved treatment adherence to the CTO: ‘Il would have just carried on the way | was
before really which, no not as good. | prefer this’ (patient 21, ongoing CTO).

One reason identified by patients for their improved adherence to medication was the use of
depot medication:

Before | used to miss my medication and with the depot, they know
I'm taking the depot. [...]

What's made you take it?

Because before, there wasn't any CTO | think they got a new CTO on their scheme you know. And
from then you have to take the depot if you don’t you will be staying in the hospital for a bit of time.
[. . .] They’ve got more power than me. Yes that’s why.

Another reason was being generally monitored and/or observed taking oral medication by professionals or
family carers: ‘They see the tabs in my hands and [watch] me put them in my mouth’ (patient 17, CMHT,
CTO ended). This kind of close monitoring of medication was experienced by some as unnecessarily
intrusive and disempowering, and as getting in the way of living a ‘'normal life’, including a social life and
ability to work. Other factors affecting adherence were also described, including change of mental health
team, retention of social security benefits (one patient believed receipt of benefits was dependent upon
treatment adherence) and doing it for their family.

Family carers’ impressions

Most carers reported unprecedented or improved adherence (during and beyond the CTO period) and
several said that their relative had not been back to hospital (either voluntarily or via recall) under the CTO.
Some described improvements in social functioning, including two patients in part-time employment and
two who had formed romantic relationships. Although some attributed these outcomes to the CTOs
working as intended, others suggested that there could be factors in addition to CTOs causing this.
Moreover, they posed the question of whether or not, with the right resources and attitude, intensive
community services could achieve similar results without the need for a legal, coercive regime that patients
often opposed.

Lack of support beyond medication was a grave concern shared by all family carers:

He’s simply being held by a drug really. A drug he needs, but that isn‘t all that he needs [. . .] I'd like
to see compliance strengthened by [a] really good CMHT. Some people say well he has more freedom
on a CTO because he takes the medication. But | don’t see that. | see that he doesn’t have more
freedom because it doesn’t address the other issues.

Some said that the focus on medication meant that CTOs addressed only positive symptoms such as
hearing voices or hallucinations, and not negative symptoms such as blunted affect, lack of motivation or
desire to engage socially. Addressing positive symptoms alone was considered insufficient for recovery or
for 'having a life’ (carer 24, parent). One woman said her son was simply ‘contained at home' rather
than hospital and his social functioning had not improved, 'not an iota’ (carer 13, parent). A couple
compared hospital favourably to CTOs because patients there could at least engage in activities and with
other people.

Many of the family carers saw their involvement as potentially contributing to the effectiveness of CTOs.

Good communication with mental health teams, including obtaining the right information at the right
time, was a precursor to achieving this. Some family carers monitored compliance with conditions and
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were in continuous communication about this with clinicians. Others said they were ignored or excluded
from decision-making, whereas others again welcomed the opportunity to take a step back: ‘It's nice
being just mum’, because ‘the onus now is on the services’ (carer 17, parent). In this way, the CTO relieved
pressure on some carers.

Conclusions
® The implementation of CTOs may be influenced by:

O interactions between patients, psychiatrists and family carers
O their interpretation of the legislation
O how they act on these interpretations.

® Despite participants’ keen awareness of legal clout, there was considerable uncertainty about whether
or not patient deterioration was required prior to recall.
® The (perceived) focus of the CTO on medication adherence may have consequences for:

O how CTOs are viewed and subsequently experienced
O broader goals in patient care and patient and carer involvement.
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Chapter 9 OCTET Ethical Analysis

Introduction

The OCTET Ethical Analysis substudy sought to identify and analyse ethical issues surrounding CTOs as
identified and experienced by patients, family carers and mental health professionals. It drew on a specific
analysis of the data from the OCTET Qualitative Study (see Chapter 8). Its objective was ‘to conduct a
detailed qualitative assessment of the . .. ethical dilemmas . .. of patients, staff and carers’ in the OCTET
Study. The aim was to identify the real-world experiences and attitudes of patients, professionals and
family carers in order to determine how key ethical considerations should underpin practical judgements
about any ethical justification for the use of CTOs. The analysis presented here focuses on potential
benefits of CTOs to patients and does not include potential benefits to family carers, services or society

at large.

Methods

In the interviews for the Qualitative Study, we invited participants to describe their experiences of the CTO.
The interviewer probed participants’ views about the positive and negative aspects of the CTO, and
encouraged reflection upon differences between the new and previous regimes, as well as inpatient and
outpatient care. We gave particular attention to potential ethical considerations.

For the Ethical Analysis, we undertook a focused thematic reanalysis of the qualitative data. The reanalysis of
the data involved recoding the relevant sections of the interviews in order explicitly to highlight ethical
dimensions in the data. The analysis of ethical themes was conducted by categorising the data according to
the three ethical values of patient benefit, autonomy and liberty, which had been identified in the literature
as the considerations relevant to making ethical judgements about the use of CTOs.

Drawing directly on the literature, we interpreted the theme of benefit as an outcome-orientated
consideration that revealed how, and in what ways, a patient was judged to be better or worse off
through the use of a CTO. We interpreted the theme of autonomy in terms of the relationship between
the patient’s ability to pursue a life of value to him or her, and his or her experience of being subject to a
CTO. We interpreted the theme of liberty by considering the extent to which patients’ freedoms of action
were restricted by the use of CTOs. In contrast with the themes of benefit and autonomy — which
necessarily include reference to accounts of the individual patient’s well-being and personal values and
therefore have a subjective component — freedom was taken to be an objectively determined characteristic
of the care regime provided under a CTO. Therefore, in those instances for which a subjective account of
patients’ experiences of being more or less free under a CTO were given, these accounts were classed
under the theme of benefit (if they were explicated in terms of a positive or negative outcome) or the
theme of autonomy (if they were explicated in terms of the patient’s ability or inability to make decisions in
line with his or her values). Most of the emphasis of the analysis therefore focuses on considerations
relating to benefit and autonomy, but it is important to recognise that all three themes were identified
frequently within this process of data reanalysis.

Results

We report on in-depth interviews conducted with 25 consultant psychiatrists, 26 patients and 24 family
carers (including three couples): the majority of the sample interviewed in the OCTET Qualitative Study,
excluding those who had no experience of CTOs (see Chapter 8).

© Queen'’s Printer and Controller of HMSO 2016. This work was produced by Burns et al. under the terms of a commissioning contract issued by the Secretary of State for Health.
This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals provided that
suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be addressed to: NIHR
Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science Park, Southampton
SO16 7NS, UK.

95



The analysis of the data revealed the complex ways in which the ethical considerations of benefit,
autonomy and liberty are perceived to play out in the context of individual patient care. The theme of
benefit in particular requires careful interpretation. The OCTET Trial made clear that no wider clinical or
social benefits accrued to patients on CTOs, including any improvements to quality of life or the perceived
coerciveness of services, compared with those in the non-CTO group. Moreover, no subgroup of patients
benefited more than others. In terms of the medical and personal outcome measures adopted in these
studies, therefore, there looks to be no benefit for patients from the use of CTOs. The qualitative data on
benefit described below thus represent participants’ perceptions of benefit.

For all three ethical considerations, there was evidence both in support of, and against, the use of CTOs.
We consider this evidence in turn.

A number of participants talked about the benefits that they perceived to accrue from a patient being
placed on a CTO.

Some family carers stressed the speed of response that could be instigated under a CTO as supporting
positive outcomes for the patient, even if that patient was recalled to hospital:

Chiefly it's the speed with which he’s dealt with which prevents all this deterioration and building up
of bills and filth and ends up in criminal behaviour. | mean that is all saved ‘cos they take him in as
soon as he stops co-operating.

This was a view endorsed by some psychiatrists who saw benefits accruing to a patient when recall took
place, minimising the decline in a patient’s distress and reducing the time required in hospital:

Their difficulty with this man is what to do when he becomes unwell because he just starts moving so
fast that organising a Mental Health Act assessment, the logistics of getting two doctors and an
AMHP and him and the police all in one place is so difficult that there’s a delay of some days before,
between the time they decide he has to come back and where they actually can go through the
mechanics of getting him in ... And during that delay there is a lot of risk to himself, he deteriorates
and that probably costs him some weeks in hospital later on and [the AMHP] said actually if we could
just recall him then it would be much better.

Some patients also perceived that they were able to get appropriate treatment more quickly under a CTO
than was possible as a voluntary outpatient, and regarded this as a positive outcome:

That is another important point, when I get ill and I’'m under the [CTO], | get admitted to hospital
quicker than when I'm alone like now, so I save time and | catch up with my illness straightaway and
quickly. With myself, not under the [CTO], | will have to see a doctor then the doctor will see another
doctor and then they will decide to get me into the hospital and then they will send the police.

That procedure, nobody likes that procedure.

These patients emphasised the possibility that CTOs could provide a ‘window of opportunity’ to maintain
their stability in the longer term by allowing them to establish a new collaborative relationship with the
community team. Two psychiatrists suggested that CTOs could improve patients’ engagement with
services because of the requirement for the patient to agree to the original care plan set in place to govern
the use of the CTO. When the CTO was perceived to make longer-term stability possible, the legal regime
of care management under a CTO was seen as crucial for patients:

The thing is when | was unwell I'd function and I'd do the groceries and make the dinner and stuff
but I'd be drinking and making up all this stuff in my head and I'm not doing that now. I'm well and
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I'm stable but | think CTO just because it is threat, threat is the wrong word but it's the safeguard, it's
the safequard that if | was to think of going on a bender | just wouldn‘t because | wouldn’t want to
Jeopardise all this work that I've put into being well again.

Patient 10, CMHT, CTO ongoing

Although this patient identified that the safeguards associated with her CTO had led to increased stability,
other psychiatrists, patients and family carers expressed concerns that patients were no better off under a
CTO. Some highlighted a difficulty in accessing treatment as a particular concern:

The point is a CTO, the most important thing is that they can access treatment, and | don’t think —
well [patient’s name] definitely couldn’t access the treatment. The following weekend which was the
... cos there’s no out of hours service. After 5 o’clock that’s it. And the home treatment team you
almost have to book them.

Carer 9, parent

A second concern expressed was that the process of placing a patient on a CTO could ossify care
planning, preventing an individual’s broader needs being met and undermining a dynamic process of
reviewing changes in the services required:

My disappointment with the community treatment order is that . . . it keeps [patient’s name] quiet. It
keeps him very under the weather. | feel in a way that it — if only the community treatment order was
not just a medical model . . . if there was a social side going along with it then it would be useful, but
| think it just simply holds a situation. OK [patient’s name] doesn’t become psychotic because of the
medication and | know he’d get taken in very quickly if he did stop medicating but it doesn‘t do
anything for recovery or a plan forward. | think it simply contains him, here.

Carer 13, parent

Patient autonomy

Although previous ethical analyses have emphasised that imposing a CTO on a patient who has the
capacity to refuse treatment fails to respect patients’ autonomy, the restriction of choice in the act of
being placed on a CTO was specifically mentioned as a concern by only about half of the patients whom
we interviewed. Otherwise, the patients focused their attention on the positive and negative impacts of
CTOs on their self-identity and their ability to modify their life plans in order to act in line with their

own values.

One view expressed was that the clarity of knowing how a service would respond if patients were to act in
certain ways was important for these patients, and that this opportunity was not available to them when
on short-term leave from hospital:

| suppose potentially | think CTOs could be seen as being the better of the two from the patient’s
perspective because at least the conditions are clear and sort of it’s not, whereas in Section 17 Leave it
can you know, it can just be used completely in a coercive way because you're not really sort of
setting out what you want, you're saying, you're still under the section.

Consultant psychiatrist 14, CMHT

This insight was seen as important to patients as well, not just because of the benefit that accrued from
understanding where they stood, but in that it provided a route back to a normal life:

| feel very, very well, very confident to take steps back to a normal life. | go and see my kids every time
— | am separated from the mother who lives in the same house as them, but I visit them like anytime,
it’s open. | am searching for a job at the moment, | claimed — what is it called — | applied for chances
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with volunteer organisations, | filled the forms and gave it to them, just to fill my time and to give me
the idea of the work environment and having people around you and stuff and getting used to
normal people and things.

Again, this suggests that instigating a new legal regime provided a ‘window of opportunity’ for the patient
to evaluate what was of importance to them, and to take active steps to achieve these goals. Interestingly,
one patient accounted for this transition in terms of how a legal regime — in which he was expected to
fulfil certain tasks directly associated with his illness — freed him from the constraints that he had placed

on himself:

I'm not under pressure. I'm an entirely free agent. I've got a little area on top of my writing bureau;
I've got all my things set out and | know what time, exactly what time | take [medication] and the
quantity, how many and yeah I've got a little — it’s like a little altar it is to my medication and these
little pots.

For other patients, however, CTOs were viewed as infantilising, placing them under a regime of
supervision that held them back from pursuing options in their lives, rather than enabling them to pursue
valuable activities. The following patient illustrated this by commenting on his experiences having been
discharged from a CTO:

| feel that I'm a free man again you know. | don’t need to tell, to let them know of everything | want
to do. I've got a bit of privacy. I'm a grown man and | should be able to look after myself.

From the perspective of many family carers, a CTO was viewed as containment: a way of managing the
patient in the community that was not associated with the requisite supports that the patient needed to
become independent and to act autonomously in their lives:

It would be a lot better if the team were active and found something for this intelligent man to do.
You know he just sits doing crosswords from the newspaper and that’s about it now. You know, he’s
becoming more and more isolated and more and more withdrawn. | think the CTOs just contain him.

The lack of support that accompanied a CTO was also mentioned by one patient, who equated the
imposition of this legal power with the limited opportunities he felt he had to embark on a range
of activities:

You know it’s imprisoning them, it’s imprisoning them in a system that can only just maintain some
sort of degree of normality you know. They think they can preserve some degree of normality whereas
people can if given the opportunity of being allowed off of a CTO for 6 months . ..

There was qualified support for CTOs in view of the obligation to promote a patient’s autonomy, even if it
is correct to observe that the original decision to place a competent patient on a CTO fails to respect that
patient’s autonomy. It is again important, however, to note that the majority of the accounts of patients’
abilities to act autonomously within the community setting hinged on whether or not appropriate personal
and social support was provided within the mental health service, rather than being determined by the use
of the legal power itself. It is only for those small numbers of patients who viewed the legal regime of the
CTO as liberating them from the difficulties of managing their iliness to focus on other life goals that
mandated community treatment looked to be justified from the standpoint of autonomy.
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Patient liberty

Given that clinicians are able to determine the specific content of the discretionary conditions of the order,
it is unsurprising that the impact that CTOs can have on patients’ liberty was identified as an ethical
concern. It is also clear, however, that CTOs are less liberty restricting than the use of compulsory powers
of detention and treatment within inpatient settings. This position was endorsed widely by psychiatrists,
patients and family carers, who all recognised that patients’ freedoms were better protected by CTOs
when contrasted with inpatient care.

The interview data yielded several insights into how patients experienced freedom under a CTO compared
with their experiences of outpatient care more generally. Perhaps surprisingly, the CTO regime was seen by
a number of patients as being no more restrictive than being a voluntary outpatient. This observation was
explained in terms of the ways in which patients and carers saw community services supporting those

with severe and enduring mental disorders. Three patients expressed concerns that, as people eligible to
receive mental health services, their freedoms were constantly at risk on the grounds that they were
caught up in a system that demanded compliance from them. Although, in legal terms, patients enjoyed
greater freedoms when not subject to such powers, the same patients identified that they could not easily
differentiate between the restrictions imposed by the CTO and their experiences of being treated as
voluntary outpatients. This is illustrated by the following patient’s account of rehospitalisation:

I mean | just want to be free from the mental health services and get on with my life. Go to college
and I'm able to do that but | feel like I’'m not being allowed to because all it takes is for you to go
unwell once like with drugs and be taken to hospital and then they're all talking about, oh he’s got
schizophrenia again . . .

Patient 1, CMHT, CTO ongoing

Importantly, however, the implications of such experiences for ethical considerations of liberty need to be
reviewed carefully. Although this patient might feel that her liberty is being restricted when receiving
community mental health care, it is incorrect that her liberty is restricted — as a matter of fact — when she
is not subject to legal powers in the community (although, of course, how she exercises her freedom might
lead to the imposition of legal powers in the future). The concerns she raises are better viewed in terms of
the other ethical considerations identified above, such as personal autonomy. Here, her autonomy might
fail to be respected within a service that does not support the person to pursue her own life choices
adequately, quite independently of whether or not that patient is being treated under a CTO.

Conclusions
® There is no general ethical justification for the introduction or use of a CTO regime.

® In some limited situations, the promotion of patient autonomy could provide sufficient reason for using a
CTO, but this should not be done when the patient’s autonomy could be promoted by another means.
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Chapter 10 OCTET Capabilities Project

Introduction

The objective of this substudy was to develop and test a multidimensional instrument — the OXCAP-MH —
that could be used to measure the capabilities of people with mental health problems. Here, we describe
the theoretical background to the capability approach, report the methods used in the development

and early application of the OxCAP-MH, and then present the baseline findings on social functioning,
health-related quality of life and capabilities among patients in the OCTET Trial. The substudy reported
here was part of a wider programme of work on operationalising the capability approach for outcome
measurement in mental health research. This chapter substantially reproduces a paper published by
members of the OCTET Coercion Programme Group: Simon et al.,"** with permission from Elsevier.
Further details of the development of the measure are also given in a further paper by members of

the group.'®

The capability approach

In evaluating the quality of life of those with severe mental iliness, concerns have been raised about the
extent to which existing measures sufficiently capture key domains. In particular, existing measures fail to
capture capabilities (things that people are free to do or be) which is one of the central concepts of
Amartya Sen’s capability approach.’ Beyond the intrinsic value of freedom of choice, other central
concepts of the capability approach include multidimensionality, equity and the objective valuation of
welfare for use in interpersonal comparisons and social policies. The OCTET Study represented an
invaluable opportunity to apply the capability approach as a means of measuring the broader well-being
and freedom of severely ill mental health patients.

Many people with severe mental illness experience significant social challenges. This may be due to stigma
or discrimination, or to limitations on their freedom of choice and their opportunities to enjoy social
relationships. These factors may all impact on their social participation, roles and opportunities for
self-support. Current mental health services seek to address such issues by targeting both health and
social impairments. #6147

The latest guidance by NICE advocates the adoption of a joint health and social care perspective when
measuring costs in evaluations,’® and highlights the importance of distributive considerations when
developing recommendations. As the preferred outcome measure for decision-making, NICE supports

the use of QALYs. A QALY is a unit that combines both quantity (length) of life and health-related quality
of life into a single measure of health gain. NICE also supports the use of the EQ-5D'* — a generic,
multi-attribute health status classification scale commonly used for QALY calculations — to develop utility
weights.’?%1%® Health-related quality of life is anchored on a utility scale rated on a 0-1 scale, with ‘0’ being
the value of ‘dead’ and "1’ being the value of ‘perfect health’."™ In their current form, QALYs have limited
ability to capture non-health effects and may be insensitive to the impact of social care interventions,

thus underestimating the full welfare impact of mental health interventions.’ Some concerns have also
emerged about the fitness of the EQ-5D when administered to patients with psychosis diagnoses or severe
non-psychosis disorders.°

The capability approach was introduced by Amartya Sen in the early 1980s as an alternative to standard
utilitarian welfare economics.’' Sen argues that outcomes (functional utilities) should not be the sole
object of welfare assessments and that capabilities (things that people are free to do or be) should also be
included in the overall assessment of a person’s well-being. The capabilities framework has already been
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very influential in development economics and led to the introduction of the Human Development Index
by the United Nations Development Programme in 1990. The Human Development Index measures levels
of national development using a composite statistic comprising national income, education and life
expectancy.’™? The framework has, more recently, become influential through the Beyond Gross Domestic
Product work of the Organisation for Economic Cooperation and Development, the European Union and
the Sarkozy report.”™ The inclusion of life expectancy in all these indexes and dashboards highlights the
central position of health in a person’s well-being. Moreover, health is causally related to other capabilities,
influencing the broader opportunities someone has in life while also being directly influenced by other
factors such as nutrition, environmental elements, education and income.

There is now quite a significant literature on capabilities and health, covering issues such as health
outcome measurement, ethics, autonomy, life chances and inequalities.”™*"*° Furthermore, more and more
health economists and social scientists agree that the capabilities framework has the potential to offer a
richer theoretical evaluative space than the traditional QALY approach and may have particular strengths
when assessing complex interventions in social care and public health.™*'% Although substantial progress
has been made since the mid-2000s, major themes and points of discussion include:

determining a comprehensive or appropriate general set of capabilities
differentiating between evidence of functioning and that of capabilities

measuring objective versus perceived capabilities

objectively valuing capability sets for interpersonal and cross-contextual comparisons
providing useful information on both efficiency and equity for policy-making.

Despite the contribution of Sen’s original critique of utilitarian welfarism (the underlying theory of
cost—benefit analyses) to the current interest in extra-welfarist health economics (the underlying theory of
cost—utility analyses and QALYSs), significant disparities exist between the theoretical foundations of the
capability approach and the QALY approach.'®% Although QALYs allow for the use of societal-level
preference measurement and consequently for the interpersonal comparison of well-being, currently they
focus on maximising health outcomes measured at the level of functioning and expressed as utilities in a
single composite index value.'® When designing or evaluating policy, a major distinction may also be
made between observable health achievements and the capability to achieve good health.’®> Moreover,
it is important to recognise that within a QALY maximisation framework, people with chronic disabilities
(mental, physical or social) may be disadvantaged to the extent that their capacity to return to full

health is limited. The framework therefore prioritises resources for those who can produce more health.
The so-called capability QALY framework introduced by Cookson'™* — one of the first attempts to link the
capability and QALY approaches directly — retains these limitations.

In this substudy, we built on the work of Anand et al.,'®® which sought to identify direct measures of
capabilities from large population survey data and produce new measures that demonstrate how
additional data on capabilities can be developed. This work produced the Oxford Capabilities (OCAP)
instrument for measuring capabilities and provided an operationalisation of Nussbaum’s list of 10 central
human capabilities: ‘life’, ‘bodily health’, ‘bodily integrity’, ‘senses, imagination and thought’, ‘emotions’,
‘practical reason’, ‘affiliation’, ‘other species’, ‘play’ and ‘control over one’s environment'.’®” Although
Nussbaum'’s list and the criteria for inclusion have been debated, its contents overlap with many other such
lists (see, for example, the review by Alkire'®®) and have been taken to be a relatively comprehensive
generic list of the most important human capabilities. To date, this programme of research has concluded
that commonly collected survey data do provide information about capabilities; it is feasible to collect
direct evidence on a wide range of capabilities; and many different types of capabilities are related to
experienced subjective well-being.'®
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Initial development of the OxCAP-MH and the CAPINDEX16

In the absence of an established capabilities instrument to be used in clinical study settings, or of any
previous applications of the capabilities framework in mental health outcome research, we sought to
develop an instrument that would:

be suitable for the identification of the most important capabilities dimensions in this context

be sensitive to different levels of coercion or compulsion and to changes in health status over time
potentially provide a richer evaluative space for economic evaluations than the currently used measures
of well-being or functioning (e.g. EQ-5D and GAF, both also collected in the trial).

We could identify only one relevant earlier attempt to develop such a measure (although not in a mental
health context) by Lorgelly et al.,"® who reduced and refined the original OCAP measure by Anand et al.'®®
into an 18-item capability index (OCAP-18), and validated it for the assessment of public health
interventions in Glasgow using qualitative and quantitative methods. The Glasgow study was driven by the
identified challenges health economists have been facing in producing public health guidance, namely
benefit measurement, public choice compared with individual choice, equity against efficiency, an
analytical perspective, extrapolation of results to the appropriate time horizon, the quality of evidence and
the cost-effectiveness threshold.'®® Many of these showed major synergies with the issues health
economists working in the mental health field have to handle.

Our approach to instrument development began by assessing whether or not the items in the OCAP-18
could be adapted, with specific attention being paid to applicability and validity in the mental health
context, as well as feasibility, because of the underlying cognitive task. The initial component included
expert focus group discussions involving psychiatrists, psychologists, social scientists and health economists.
The resulting preliminary version of the OXCAP-MH questionnaire was piloted with 20 OCTET Trial patients
to assess content validity and feasibility. We identified four questions that needed modification, either
because they were not relevant for this population group (discrimination at work, meeting socially with
work colleagues), resulted in distress in the interview situation (life expectancy) or because they were not
easily interpretable in their original form (love and support). We also identified one additional capability
dimension (access to activities/employment) that was deemed important for people with mental health
problems, but was not part of the OCAP-18. The resultant OXCAP-MH instrument has 18 domains

(see Table 15). Table 24 shows the relationships of the individual items in the OxCAP-MH instrument to
Nussbaum’s list of 10 central human capabilities dimensions (shown in the left-hand column) and the
relevant OCAP-18 items. (For the evolution of the exact wording of the questions from the original OCAP
survey to the OxCAP-MH, see Appendix 3.)

After introducing response cards and reordering the questions, the initial problems with feasibility of
completion and patient apprehensiveness disappeared, and interviewers were able to complete the full set
of capability questions in, on average, less than 10 minutes in the pilot interviews. In the finalised OCTET
schedules, some of the OxCAP-MH items appeared later in the overall interview schedule than others
because it was important to keep up the flow of questioning over the whole hour-long interview.

From the OXCAP-MH items, we also developed a single index of capabilities, 16-question Capability Index
(CAPINDEX16). For reasons given below [see Results, Capability index (CAPINDEX16), below], this used

16 of the 18 capability questions. This was scored by assigning equal weights to each potential level of
answers on a 1-5 scale, where ‘1" means very severe limitation and ‘5’ means no limitation in the given
capability domain. Answers to the ‘Meet socially’ and ‘Daily activities’ domains originally measured as a
yes/no dichotomous rating were transformed to fit this 1-5 scale by scoring a ‘yes’ on the ‘Meet socially’
domain as ‘5’ (and ‘'no’ as ‘1") and a ‘yes’ in the 'Daily activities’ domain as ‘1’ (and ‘no’ as '5’). The
resulting capability index (CAPINDEX16) therefore had a minimum value of 16 (very severe limitation) and
a maximum value of 80 (very high level of capability) for living respondents, although it could be set to "0’
following death.
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TABLE 24 Theoretical and empirical bases of the OxCAP-MH?

Life
Bodily health

Bodily integrity

Senses, imagination and thought

Emotions

Practical reason

Affiliation

Species
Play

Control over one’s environment

Life expectancy

Daily activities

Suitable accommodation
Neighbourhood safety
Potential for assault
Freedom of expression
Imagination and creativity
Love and support

Losing sleep

Planning one’s life
Respect and appreciation
Social networks
Discrimination
Appreciate nature

Enjoy recreation
Influence local decisions
Property ownership

Employment discrimination

Life expectancy

Daily activities

Suitable accommodation
Neighbourhood safety
Potential for assault
Freedom of expression
Imagination and creativity
Love and support

Losing sleep

Planning one’s life
Respect and appreciation
Social networks
Discrimination
Appreciate nature

Enjoy recreation
Influence local decisions
Property ownership

Access

a Modified items in italic text.

This table has been reproduced from Simon J, Anand P, Gray A, Rugkasa J, Yeeles K, Burns T. Operationalising the

capability approach for outcome measurement in mental health research. Soc Sci Med 2013;98:187-96,"

from Elsevier.

Testing the OxCAP-MH with the OCTET Trial Cohort

Methods

* with permission

The OxCAP-MH was utilised in interviews with the cohort of patients in the OCTET Trial at each time point,
in order to test its feasibility and validity for this patient group. The final list of functioning/well-being-
related outcome measures used in the OCTET Trial included the GAF scale™ and the EQ-5D-3L'* as well as
the OXCAP-MH. This enabled us to test the construct validity of the OXCAP-MH. The reliability of the
CAPINDEX16 was tested using Cronbach'’s alpha. Factor analysis was performed in order to confirm the scoring
of the CAPINDEX16 (details from the authors on request). The effects of age, gender, illness duration and
primary clinical diagnosis, and the association between the EQ-5D-3L, the GAF and the OxCAP-MH items, were
investigated using multiple regression analyses. Statistical significance was investigated at a two-sided p < 0.05
level. All data analyses were carried out using Stata 11.

Results

Cohort characteristics

Baseline characteristics for the whole OCTET Trial cohort are given in Chapter 6. Complete OxCAP-MH
data were available for 172 patients. Response rates ranged from 299 (90%) for the ‘Social networks’
question to 225 (68%) for the ‘Life expectancy’ question. Response rates were primarily influenced by the
order of the questions within the broader assessment interview rather than the question itself. The later
the question appeared in the clinical research form, the lower was the response rate.
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Patients reported their health-related quality of life using the EQ-5D visual analogue score (EQ-5D VAS), as
65.70 (SD 23.75, n = 275). Health-related quality of life was further assessed on the EQ-5D-3L utility scale
using UK tariff values.® The utility scores ranged between -0.239 and 1.0, with a mean score of 0.725
(SD 0.28, n=277). Correlations between the EQ-5D VAS scores and utility values were high (correlation
0.50). As Table 25 shows, the EQ-5D-3L also proved to be a feasible and sensitive measure of health
limitations for this patient group, with age- and gender-stratified mean utility values being substantially
lower than the UK population norms'® for all categories. Female patients and those with longer illness
duration reported significantly lower health-related quality of life scores, expressed either on the EQ-5D
VAS or as EQ-5D-3L utility values (all p < 0.01). Variations in health-related quality of life did not show
significant associations with the primary clinical diagnostic category or age (Table 26).

Based on the 309 (93%) interviewer-completed measurements of functioning, just over half of the cohort
(158, 51%) was assigned a functioning score of less than 40 (GAF: mean 38.69, SD 9.67), showing at
least major impairments in reality-testing or communication (e.g. ‘speech is at times illogical, obscure or
irrelevant’) and in several areas of functioning (e.g. work/school, family relations, judgement, thinking,
mood, hygiene).'®" Variations in the functioning score did not show any significant associations with age,
gender, the primary clinical diagnostic category or illness duration (see Table 26).

TABLE 25 The EQ-5D utility values stratified by age and gender

Males Females

Age (years) OCTET, mean (sample size) UK norms (mean) OCTET, mean (sample size) UK norms (mean)

<25 0.84 (25) 0.94 0.71 (3) 0.94
>25t0 <35 0.78 (63) 0.93 0.71 (16) 0.93
>35t0 <45 0.72 (58) 0.91 0.75 (29) 0.91
>45t0 <55 0.78 (25) 0.84 0.51 (24) 0.85
>55t0 <65 0.73(21) 0.78 0.56 (10) 0.84
>65t0<75 0.055(1) 0.78 0.35(2) 0.78
>75 NA (0) 0.75 NA (0) 0.71

NA, not applicable.

This table has been reproduced from Simon J, Anand P, Gray A, Rugkasa J, Yeeles K, Burns T. Operationalising the
capability approach for outcome measurement in mental health research. Soc Sci Med 2013;98:187-96,"** with permission
from Elsevier.

TABLE 26 The effects of age, gender, primary clinical diagnosis of ‘Other psychosis diagnosis (including bipolar
disorder)’ and illness duration on GAF, EQ-5D and CAPINDEX16

Other psychosis

diagnosis
(including lliness duration
Constant Age (years) Female gender Dbipolar disorder) (years)

Scales i p-value p-value b p-value
GAF 304 40.822 0.000 -0.039 0.579 0.625 0.604 2.143 0.171 -0.084 0.264
EQ-5D VAS 271 72.938 0.000 0.072 0.679 -8.950 0.004 4.829 0.234 -0.584 0.002
EQ-5D utility 274 0.852  0.000 -0.000 0.898 -0.101 0.007 0.007 0.885 -0.006 0.007
CAPINDEX16 172 59.876 0.000 0.048 0.604 -3.317 0.040 5.161 0.026 -0.217 0.033

This table has been reproduced from Simon J, Anand P, Gray A, Rugkasa J, Yeeles K, Burns T. Operationalising the
capability approach for outcome measurement in mental health research. Soc Sci Med 2013;98:187-96,'* with permission
from Elsevier.
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OxCAP-MH capability domains

Figures 13 and 74 show the distribution of capability levels across the 18 capability domains of the
OxCAP-MH, with lower-level responses indicating more limitations in the given capability dimension.

The vast majority (246, 88%) answered ‘No’ to the ‘Property ownership’ domain. A smaller majority

(145, 56%) reported some level of limitations in carrying out their ‘Daily activities’ because of health
problems. Over 30% of the sample also reported very severe or severe limitations (level 1 or 2 answers on
a 1-5 scale) in their capabilities to ‘Influence local decisions’ (109, 48%), to ‘Enjoy recreation’ (83, 32%) or
in ‘Planning one’s life’ (71, 31%). One-third (80, 33%) reported having a very high or high likelihood of
experiencing ‘Discrimination’ and just over one-third (83, 37%) reported a subjective ‘Life expectancy’ that
was lower than that of the general population.

Female patients scored lower than male patients, on average, on most capability domains except for
‘Property ownership’, ‘Access to interesting forms of activities’, ‘Influence local decisions’ and enjoying the
‘Love and support’ of family and friends (Figure 15). The limiting effects of female gender proved
statistically significant for the ‘Suitable accommodation’, ‘Neighbourhood safety’ and ‘Life expectancy’
domains, and resulted in greater ‘Potential for assault’ (Table 27).

Patients with a primary clinical diagnosis of schizophrenia reported lower mean scores than those with other
psychosis diagnoses (including bipolar disorder) for 11 of the OxCAP-MH domains. They reported the same
mean score for the ‘Suitable accommodation’ domain and somewhat higher mean scores for the remaining
six capability domains: ‘Social networks’, ‘Influence local decisions’, ‘Daily activities’, ‘Discrimination’, ‘Losing
sleep’ and ‘Neighbourhood safety’ (Figure 16). The greater limiting effects of schizophrenia reached
statistical significance for ‘Love and support’ of family and friends, ‘Freedom of expression’, ‘Appreciate
nature’, ‘Imagination and creativity’ and ‘Access’ to interesting activities (see Table 27).

Higher age had a significant negative effect on the capability to ‘Influence local decisions’, but significant positive
effects on ‘Neighbourhood safety’ and ‘Property ownership’, and it was protective against ‘Potential for assault’
(see Table 27). Patients with longer illness duration had significantly more limitations in ‘Neighbourhood safety’,
‘Daily activities’ and ‘Life expectancy’ and had significantly greater ‘Potential for assault’ (see Table 27).
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FIGURE 13 Capability domain scores (two- and three-level answers). Reproduced from Simon J, Anand P, Gray A,
Rugkasa J, Yeeles K, Burns T. Operationalising the capability approach for outcome measurement in mental health
research. Soc Sci Med 2013;98:187-96,'** with permission from Elsevier. LE, life expectancy.
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Being less limited in ‘Daily activities’ because of health (8 =0.051; p < 0.01) and not ‘Losing sleep’ over
worry (B =0.058; p < 0.01) were the only individual capability domains that were found to be significantly
related to better health-related quality of life measured by the EQ-5D-3L utility scores. Being less limited

in ‘Daily activities’ because of health also had a significant positive effect on the EQ-5D VAS (p =4.793;

p <0.01) and GAF scores (B=1.274; p < 0.01), similar to ‘Suitable accommodation’ (8 = 3.053; p =0.031)
and the ability to enjoy the ‘Love and support’ of family and friends (8 =2.681; p < 0.01), respectively.

No other associations between individual capability domains and the EQ-5D VAS and the GAF scores were
significant and they are therefore not shown.

Capability index (CAPINDEX16)

The 'Property ownership’ question had low variability and was eventually deemed irrelevant in the context
of mental health. This question and the question on ‘Life expectancy’ were excluded from the overall
capability index, which was therefore based on 16 rather than 18 domains. Factor analysis confirmed these
decisions. Just over half of the patients (172, 52%) answered all of the other 16 capabilities questions used
in the final calculation for the CAPINDEX16. Their characteristics did not differ significantly from those of
the full cohort, with a mean age of 38.94 (SD 11.51) years and the majority being male (72%) and having
a primary diagnosis of schizophrenia, schizotypal disorders or delusional disorders (89%). A Cronbach’s
alpha of 0.79 indicated that the capability index had good internal reliability. The CAPINDEX16 scores
ranged from 26 to 75, with a mean of 58.40 (SD 9.32) (Figure 17).

Female patients and those with a primary clinical diagnosis of schizophrenia or longer illness duration
reported significantly lower CAPINDEX16 scores (all p < 0.05) (see Table 26). On average, patients with a
diagnosis of schizophrenia had five points lower and female patients had three points lower CAPINDEX16
scores (see Table 26). The correlations between the CAPINDEX16 and the EQ-5D VAS scores, the EQ-5D-3L
utility values and the GAF scores were 0.51, 0.42 and 0.25, respectively (Figure 18).

Feasibility

In general, the achieved completion rates for the OxCAP-MH questions reached the required standards of

> 70% for patient-reported outcome measures.”" Neither the response rates nor the interviewers' final
observations suggested feasibility issues despite the relatively large number and somewhat abstract nature of

20

15

10

Percentage

20 30 40 50 60 70 80
CAPINDEX16

FIGURE 17 Distribution of the capability index (CAPINDEX16). Reproduced from Simon J, Anand P, Gray A, Rugkasa J,
Yeeles K, Burns T. Operationalising the capability approach for outcome measurement in mental health research.
Soc Sci Med 2013;98:187-96,"* with permission from Elsevier.
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FIGURE 18 Correlation between the capability index (CAPINDEX16) and other measures of well-being. Reproduced
from Simon J, Anand P, Gray A, Rugkasa J, Yeeles K, Burns T. Operationalising the capability approach for outcome
measurement in mental health research. Soc Sci Med 2013;98:187-96,'** with permission from Elsevier.
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the OXCAP-MH guestions. Focused debriefing sessions with the interviewers showed that, overall, patients
gave positive feedback and felt that the questions allowed them to express their views and experience on
topics that they considered to be important but which were often left out of clinical or research interviews.

Specific concerns, however, remained about both the quantity and quality of the responses to the ‘Life
expectancy’ question. Despite the amended two-stage format to address initial feasibility and acceptability
concerns from the pilot phase, only 68% of the cohort completed the question. Furthermore, 63% of the
responders predicted their life expectancy being the same or longer than that of the general population.

The low completion rate together with the overall responses clearly indicated a general lack of insight into or
denial of objective life expectancy. The ‘Property ownership’ question was also deemed irrelevant and
non-informative in the mental health context, as opposed to the ‘Suitable accommodation’ question. These two
guestions were thus cut from the OxCAP-MH and also excluded from the CAPINDEX16 (as mentioned above).

Validity

The baseline results from the OCTET Trial showed significant correlations between patients” investigated
OxCAP-MH scores and their social functioning as measured by the GAF scale, and an even stronger correlation
with their health-related quality of life as measured by the EQ-5D. This confirmed the connection originally
hypothesised between capabilities, social functioning and health-related quality of life, thus supporting the
instrument’s construct validity. The capability domains most affected by patients’ characteristics were ‘Daily
activities’, ‘Influencing local decisions’, ‘Enjoying recreation’, ‘Planning one’s life’ and ‘Discrimination’. Age had
a mixed effect, whereas female patients and those with a primary clinical diagnosis of schizophrenia or a longer
duration of illness reported significantly lower capability scores. Some capability domains were more affected
by these effects than others. The results also suggest that the current multi-domain capability approach is not
prone to the commonly observed end-of-scale bias of the EQ-5D and allows for a more sensitive measurement
of well-being than either the EQ-5D or the GAF (see Figure 18).

Although the EQ-5D was prone to end-of-scale bias (see Figure 18), the 83% completion rate of the
EQ-5D questionnaire, and the EQ-5D-3L utility results being significantly and substantially lower than the
UK population norms for all age- and gender-stratified categories, support the feasibility and sensitivity of
the EQ-5D-3L as a measure of health limitations for patients with psychosis.'”® The significant association
between the EQ-5D-3L utility values and the individual OxCAP-MH domains of ‘Daily activities’ limitations
due to health and ‘Losing sleep’ over worry are not surprising if we consider the affinities between these
domains and the usual activities and anxiety/depression domains of the EQ-5D-3L.

The GAF scale is an interviewer-rated measure, which explains its higher completion rate in comparison
with either the EQ-5D or the OXCAP-MH. For the same reason, the GAF scores are expected to be less
sensitive to individual patient factors, potentially explaining the lack of correlations with age, gender,
illness duration or primary clinical diagnosis. Although the GAF scale is held to be a sensitive measure of
changes in the social functioning of a given individual, its usefulness in evaluating differences and
inequities across individuals is therefore likely to be limited. In the current study, both the EQ-5D and the
OxCAP-MH proved superior in this aspect.

Conclusions

® We developed and tested a new measure, the OxCAP-MH, to be able to assess the comprehensive
capability profile of mental health patients.

® This provides a complementary outcome measure of well-being in addition to health-related quality of
life and social functioning.
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Chapter 11 OCTET Legal Analysis

Introduction

The substudy reported here was part of the preparatory work conducted prior to the OCTET Trial

(see Chapter 6, Introduction). It constitutes an investigation into the question of whether or not an RCT
could be designed that would permit researchers to collect — lawfully — the treatment outcomes required to
evaluate rigorously involuntary outpatient care. All references to the provisions of legislation are to the MHA
1983 unless otherwise indicated.

Ideally, the best approach might be to conduct an RCT in which the outcome of treatment on a CTO
would be directly compared with that of voluntary outpatient care. The consent of several hundred
patients, who had recently been placed under involuntary outpatient care, might be obtained for inclusion
in the trial. Half would remain under the statutory scheme, whereas the other half would be discharged
immediately to voluntary outpatient treatment, with the choice between the two randomly made.

Such a randomised trial would permit the element of compulsion to be isolated as the central point of
difference in the treatment of the two groups and independently assessed. The random allocation of patients
would reduce the potential for bias. The results of treatment could then be readily compared. From a
methodological perspective, therefore, this would be the strongest test of compulsory outpatient treatment.

The random discharge of half of the patients from supervised treatment, however, would appear to be
unlawful'”? if they were discharged directly from the compulsory treatment regime, for which they had
been considered suitable by their RC. Their discharge, in such circumstances — for the purposes of the
research — would not be governed by the criteria governing the release from compulsory treatment set by
the MHA. It would therefore appear to involve an unlawful exercise of the statutory discharge power.

This chapter draws substantially on a paper published by members of the OCTET Coercion Programme
Group: Dawson et al.,"”® with permission from Oxford Journals.

Our proposed research design

We believed that a rigorous — and lawful — alternative method could be found to evaluate involuntary
outpatient care; this is represented by the OCTET Trial.

The method did not set up a direct comparison between compulsory and voluntary outpatient care, nor
did it lead to the random discharge of compulsory patients from the MHA. Instead, it compared the
treatment outcomes for patients randomised to the two parallel compulsory outpatient treatment schemes
now authorised by the reformed legislation for England and Wales (i.e. Section 17 Leave and CTOs). Our
study aimed to compare the outcomes for patients who, at the point of randomisation, were due to leave
hospital under one or other of these two similar forms of compulsory outpatient care.

The patients were all considered proper candidates for supervised outpatient treatment, but all were
recruited by RCs who recognised that the evidence left them genuinely uncertain about which legal
mechanism to employ. After randomisation, these patients were treated under the authority of the Act in
the usual way. The usual powers and procedures applicable to the treatment mechanism to which they
had been assigned continued to apply, without interference from researchers. They could thus be
discharged from the Act by their RC or by the Tribunal as the law allowed, be returned to hospital from
Section 17 Leave or the CTO, or be switched from Section 17 Leave to a CTO, and so on, in the usual way.
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We believed that this would produce data that would permit us to evaluate the efficacy of compulsory
outpatient care because it might transpire that the patients in the two arms of the trial were, on average,
treated under these two very similar schemes for different lengths of time. If different outcomes were
found, we might then reasonably infer that those differences had been caused by the duration of their
compulsion. The average length of time for which a person’s involuntary outpatient treatment was likely to
continue under the Section 17 Leave or the CTO regime could not be known when our study commenced,
on the day of the introduction of the new CTO regime. Nor is any maximum period for the use of Section 17
Leave or a CTO currently specified by law, because both can be renewed repeatedly as long as the ruling
legal criteria continue to apply. Patients could therefore be treated under either regime for lengthy periods
of time although the Code of Practice insisted that when use of Section 17 Leave was protracted beyond

1 week, the alternative of a CTO should always be considered.

The focus of this chapter is therefore on the lawfulness of our research design. Our analysis focuses mainly
on the decisions made by the RCs who exercise key functions under the Act concerning patients in our
trial. The RCs must decide whether or not to place sectioned patients under compulsory outpatient care in
the first place; allocate them to Section 17 Leave or a CTO; keep them in that position for a certain length
of time; recall them to hospital from community care; and so on. In making those decisions, RCs exercise
specific statutory powers. Simultaneously, they are pursuing therapeutic aims, such as maintaining the
stability of the patient’s condition, and ensuring continuity of care. In addition to this, in setting up this
study, we were asking the RCs to collaborate with us on a trial that would compare the treatment
outcomes of the two regimes. Would they act lawfully in doing so?

Responsible clinicians are not the only decision-makers to exercise relevant powers over compulsory
outpatients. The Mental Health Tribunal can also order a patient’s release from compulsion, for instance.
RCs undoubtedly exercise considerable powers, however, particularly the power to direct compulsory
outpatient treatment in the first place and to direct the form that treatment will take. The exercise of RCs’
statutory powers during the research process was thus our primary concern. In particular, we had to
consider whether or not following our research protocol could cause RCs to commit any legal error in the
exercise of their statutory powers that might expose them to judicial review, and might lead a court to
declare the research process unlawful or to halt its progress. To avoid that possibility, nothing in our
methods should prevent the RCs applying the correct legal criteria to decisions about compulsory patients,
or prevent them following the correct procedures, or induce them to make what could be viewed, in law,
as an unreasonable or irrational decision. In short, the RCs should avoid all the usual grounds for judicial
review when following the research protocol. Moreover, the RCs must act lawfully when exercising any
residual element of statutory discretion concerning patients in our trial. They exercise considerable
discretion because the Act often authorises — but does not require — certain decisions to be made.

An RC ‘may’ place a sectioned patient on Section 17 Leave or a CTO, 'may’ impose certain conditions on
outpatients’ treatment and ‘may’ recall them to hospital in certain circumstances. Permissive language is
used in the empowering provisions conferring significant discretion. But the exercise of these powers has
important implications for patients’ rights. The manner in which this discretion is exercised is thus
governed by important legal principles, drawn from administrative and human rights law. RCs must
exercise their discretion for proper purposes. They must take into account all relevant considerations.
They should avoid predetermination or bias. Their decisions should not have a disproportionate or overly
restrictive impact on the rights of patients involved in the research, nor should they expose patients in
the trial, or any other person, to heightened risks of harm. We therefore needed to consider whether
following our research protocol could cause RCs to breach any principle of that kind.

Two legal issues needed special scrutiny to determine whether it was lawful to allocate patients at random

to Section 17 Leave or a CTO. First, we had to consider whether or not some overlap exists between the
legal criteria that apply to these two different forms of outpatient care to determine whether or not some
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patients are simultaneously eligible for treatment under both regimes. If so, it may be possible to allocate
them to either regime for the purposes of the research. Second, we had to consider whether or not
placing a person under one or other regime would constitute a less restrictive form of intervention in that
person’s life. This is important because if clinicians were left in a state of initial uncertainty as to the correct
regime to use then they should use the fess restrictive option, if one could properly be described in those
terms. Only if neither the Section 17 Leave nor the CTO regime could be correctly described as less
restrictive than the other — because they scored equally on that parameter — could RCs lawfully allocate
eligible patients at random to one or other regime when in doubt. Those two legal issues — the degree of
overlap between the legal criteria governing the use of CTOs and Section 17 Leave, and whether or not
one regime is less restrictive than the other — were therefore central to our analysis.

Criteria governing use of Section 17 Leave and community treatment orders

Both the Section 17 Leave and the CTO regimes provide a cluster of powers designed to permit continuing
contact to be maintained between compulsory outpatients and the members of a CMHT. Further
provisions govern the likely duration, and extension, of a patient’s treatment under the scheme and
stipulate the associated procedural requirements or entitlements, including the right of a patient to apply
to the Tribunal for discharge from the scheme.

The rules concerning Section 17 Leave require there to be a continuing need for the person’s detention
under the MHA. This requires the patient’s treatment to include a continuing, periodic element of
hospital-based treatment, although this need not amount to inpatient care, overnight admission or physical
detention of the patient in a hospital. Occasional attendance at a hospital-based service is enough to justify
extended use of Section 17 Leave, along with the need for clinicians to retain the power to recall the patient
swiftly to such a service for treatment, if required. It is sufficient that the patient attends ward rounds for
discussion of progress and medication, or has regular sessions at the hospital with a psychologist. There is
no requirement for the treatment to include the overnight admission or detention at the hospital.

Very similar standards govern the use of CTOs:

1. The patient is suffering from mental disorder of a nature or degree which makes it appropriate for him
to receive medical treatment.

2. Itis necessary for his or her health or safety or for the protection of other persons that he or she should
receive such treatment.

3. Subject to his or her being liable to be recalled . . . such treatment can be provided without him or her
continuing to be detained in hospital.

4. It is necessary that the responsible clinician should be able to exercise the power . .. to recall the patient
to hospital.

5. Appropriate medical treatment is available for him or her. [Section 17 A(5)]

The one significant departure from the Section 17 Leave criteria is that when using a CTO there is no need
for any current aspect of the treatment programme to take place in a hospital setting. Nevertheless, the
clinicians must still be convinced that a patient on a CTO should remain liable to immediate recall to
hospital, should that be required. The prospect that the patient will again require compulsory hospital care
remains an important part of the equation.

Further factors are then listed in the Act and the Code of Practice that clinicians should take into account
when deciding to use the Leave regime or a CTO. These factors strongly overlap in their content and virtually
nothing is listed as a relevant factor for use of Section 17 Leave that would not be relevant to a CTO.

The legal provisions do not, therefore, establish mutually exclusive zones for the operation of the

two regimes.
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There are legal provisions that directly address the choice between the two schemes. Section 17 Leave,
it is said, is primarily intended to allow a patient ‘to be temporarily absent from hospital where further
inpatient treatment as a detained patient is still thought to be necessary’, whereas CTOs are “principally
aimed at preventing the “revolving-door” scenario and the prevention of harm which could arise from
relapse . .. even if there is no reason to think that the patient will need further treatment as a detained
inpatient for the time being’. Factors pointing to use of a CTO, for instance, are said to include ‘confidence
that the patient is ready for discharge from hospital on an indefinite basis’; ‘good reasons to expect that
the patient will not need to be detained for the treatment they need to be given’; the patient ‘appears
prepared to consent or comply with the treatment they need’; and that the 'risks of arrangements in the
community breaking down, or of the patient needing to be recalled to hospital for treatment, is
sufficiently serious’.

Ultimately, these provisions give little strong guidance, however, as to when a CTO must be used in
preference to long-term Section 17 Leave and no final guillotine is imposed by law on use of Section 17
Leave. That RCs should ‘first consider’ using a CTO before putting a patient on longer-term Section 17
Leave ‘does not mean’ that they cannot use the latter. The Code states that Section 17 Leave 'may also be
useful in the longer-term where the clinical team wish to see how the patient manages outside hospital
before making the decision to discharge’.

Uncertainty concerning the choice between regimes

Very similar legal criteria therefore govern the use of the two regimes and there is a strong degree of
overlap in the factors to which clinicians are directed and very few mandatory indicators. Some continuing
element of hospital-based treatment is required to extend a patient’s Section 17 Leave, but that element
of treatment could also be suitable for a patient on a CTO, particularly visits to an outpatient clinic. That
requirement therefore does not draw a sharp line between the proper uses of the two schemes. As a
consequence, it was highly likely that varying practices would emerge as to the choice between CTOs and
Section 17 Leave between different clinicians, hospitals and regions, just as Pinfold et al.'”* found great
variation in the implementation of the prior supervised discharge scheme. These variations may simply
reflect legitimate professional differences over the proper application of the law.

In these circumstances, some patients could lawfully be allocated to either Section 17 Leave or a CTO.
Either decision would be a legitimate exercise of the discretion left in clinicians’ hands by the uncertainties
surrounding use of the two schemes. Our research protocol therefore stated that patients might be
included in our trial only when their RCs considered that they were proper candidates for involuntary
outpatient care and acknowledged uncertainty as to whether to use Section 17 Leave or a CTO. In
addition, the protocol stated that patients should not be included in the study if they were viewed as clear
candidates for either Section 17 Leave or a CTO, or considered suitable, when leaving hospital, for
immediate discharge to voluntary care. To reach those conclusions, the RCs would have to consider the
relevant legal criteria, in the Act and the Code of Practice, and still recognise ambivalence between the
two options. In that limited situation, it would be lawful, in our view, for RCs to allocate patients at
random to one or other regime.

Least restrictive alternative

Responsible clinicians, when in doubt, should always allocate patients to the least restrictive regime.

It is precisely when the other legal criteria fail to resolve the choice that this principle has most bite.
Compulsory outpatient treatment can have a significant impact on patients’ human rights, such as the
right to privacy and respect for family life, protected by the European Convention on Human Rights.*® Such
powers must be exercised in a ‘proportionate’ manner, and compliance with that ‘proportionality’ principle
requires that the least restrictive (or least drastic) form of intervention that is viable should be employed.'”
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This argument would apply in the current context, however, only if either the Section 17 Leave or the CTO
regime could properly be described as less restrictive of patients’ rights. Determining that matter required a
full inquiry into the means used to implement both regimes.

Restrictiveness of the two regimes

The general structure of the two regimes is very similar. The same kinds of conditions can be imposed on
compulsory outpatients’ community tenure, similar powers may be exercised by clinicians over outpatients
and in neither case is the patient’s consent required to their initial placement under the scheme. Both
patients on Section 17 Leave and those on CTOs may be swiftly returned to compulsory hospital care;
both have a regular right of access to independent review of their compulsory status before the Tribunal,
both must be discharged by their RC or the Tribunal if they cease to meet the relevant criteria, and both
are entitled to a second opinion from an approved doctor. In both cases, their involuntary outpatient
treatment may be extended repeatedly, if the proper process is followed.

Nevertheless, there are significant differences between the two regimes. The provisions governing

Section 17 Leave are more open-textured, so may confer more discretion on clinicians. They also place the
authority for decisions more squarely on the shoulders of the RC, instead of requiring prior agreement to
be reached between the RC and an AMHP, as is required for many decisions about patients on CTOs.
There are differences in the timing of patients’ entitiements to have their position reviewed by the Tribunal
and to have their treatment approved by an SOAD. The scope of the treatment powers in the community
differs in the two cases, particularly regarding patients who retain their capacity to consent. Moreover,
somewhat different legal consequences flow from any recall to hospital of patients treated under the
different regimes.

Conditions of outpatient treatment

With regard to the conditions that may be imposed on a patient’s outpatient treatment, and the
consequences that may flow from breach of those conditions, the CTO provisions appear somewhat more
restrictive than the Section 17 Leave scheme because of the mandatory character of some conditions that
must be imposed on treatment under a CTO, and the immediate power conferred to recall patients to
hospital for breach of those mandatory conditions. Regarding Section 17 Leave, the Act establishes only
very broad parameters concerning the conditions that may be imposed on outpatient care.

Recall may proceed only ‘when it appears to the responsible clinician that it is necessary to do so in the
interests of the patient’s health or safety or for the protection of other persons''? and should proceed only
on the basis of an up-to-date medical opinion to meet the procedural requirements of detention for
mental health purposes specified by the European Court of Human Rights.

Under the CTO regime, on the other hand, the Act requires certain mandatory conditions to be imposed
on outpatient care. Patients on CTOs must make themselves available for medical examination at two key
points in the process: when the order’s extension for another term is contemplated and when approval of
treatment by the SOAD must occur. Breach of mandatory conditions authorises the patient’s immediate
recall to hospital. Optional conditions may be imposed on a CTO that are ‘necessary or appropriate’ to
ensure that the patient receives treatment. Agreement on those optional conditions must be reached in
advance, however, between the RC and an AMHP: a somewhat more rigorous process than that which is
required to set the conditions of Section 17 Leave. The patient cannot be recalled to hospital solely for
breach of these optional conditions, but only when ‘(a) the patient requires medical treatment in hospital
for his mental condition; and (b) there would be a risk of harm to the health or safety of the patient or to
other persons if the patient were not recalled’.' Even when the patient is refusing treatment, those
standards must be met for recall to occur.

Comparison of the two regimes on these parameters therefore yields very mixed results. A less rigorous
process must be followed to set the conditions for Section 17 Leave, but no mandatory conditions are
imposed, or is any automatic power conferred to recall patients to hospital simply for breaching the
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conditions of their Section 17 Leave. Regarding CTOs, on the other hand, a more rigorous process must be
followed to set the conditions, but some mandatory conditions are imposed and their breach automatically
authorises the use of the recall power. We might therefore say that a CTO is less restrictive of patients’
rights in certain respects (because a more rigorous process must be followed to set the conditions for
outpatient care), but more restrictive in other respects (in imposing mandatory conditions linked to an
immediate recall power).

The CTO and Section 17 Leave regimes confer slightly different powers to treat patients under them. The
CTO regime distinguishes between the position of patients who have, and patients who lack, the capacity
to consent to their community treatment and confers different powers to treat in each case. The Section 17
Leave regime makes no such distinction. It appears to confer a single set of powers to treat outpatients,
regardless of their capacity.

Patients on Section 17 Leave remain ‘liable to be detained’. They are thus subject to compulsory treatment.
This appears to authorise the administration of medication to patients on Section 17 Leave without their
consent, regardless of their capacity, as long as the approval of an SOAD is obtained. The Act, however,
confers no express power to administer medication through the use of physical force or restraint in a
community setting to a patient on Section 17 Leave and it is doubtful whether or not that would be a safe
health practice. Medication may therefore be lawfully administered to patients on Section 17 Leave who are
not consenting and not resisting, provided that no significant physical force is used. When physical force is
to be used, however, the patient should be recalled to hospital for treatment to proceed (except perhaps
in an emergency). The Code of Practice therefore specifies that where treatment without consent of a
patient on Section 17 Leave is contemplated, ‘consideration should be given to whether it would be more
appropriate to recall the patient to hospital’.’? Recall permits more extensive assessment of the patient’s
condition before and after treatment, although it may also impose additional restrictions on liberty.

Treatment in the community of patients on CTOs distinguishes between patients with and without
capacity.'”® Patients on CTOs who retain their capacity cannot be treated in the community without their
consent, even in an emergency. To be treated without consent, they must be recalled to hospital premises.
Community patients who lack capacity, on the other hand, can generally be treated without consent,
even over their objection, provided that no ‘force’ is used.

A clear mechanism is therefore available for treating CTO patients without their consent, regardless of
their capacity. Nevertheless, the treatment provisions governing patients on CTOs are more respectful of
patients’ wishes than those governing patients who are ‘liable to be detained’.

It is a fair conclusion, therefore, that the CTO regime is somewhat less restrictive of a patient’s right to
refuse treatment than Section 17 Leave, because a CTO does not confer any power to treat outpatients
involuntarily who retain the capacity to consent. There is little difference between the two regimes,
however, regarding the powers to treat patients who lack the capacity to consent (which may be a
substantial proportion), and, ultimately, all patients on CTOs and Section 17 Leave can be treated without
consent, regardless of their capacity, following their recall to hospital. The threat of involuntary treatment
in hospital following recall therefore remains in all cases, and this may be the most important mechanism
for the enforcement of compulsory outpatient care. The overall equation is thus still somewhat equivocal
and, if the CTO regime is less restrictive of the right to refuse treatment than Section 17 Leave, that may
balance out only its more restrictive aspects concerning the conditions that may be imposed on compulsory
outpatient care and the consequences of their breach.

There is not space here to compare every feature of the two regimes, but the comparisons conducted
above should be sufficient to support our claim that there is no obvious way to conclude which regime is
the least restrictive overall. It is not safe to conclude that one is clearly more restrictive than the other,
for two reasons: first, because the two regimes are very similar in many respects; and, second, because,
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when there are significant differences between them, these point, on some occasions, to Section 17 Leave
being less restrictive and sometimes to the CTO regime.

Conclusions concerning the least restrictive regime

The conclusion we reach from such comparisons is that some indicators point to CTOs being more
restrictive, whereas others point to Section 17 Leave. The two regimes simply have different kinds of
impacts on different kinds of rights. Much will depend on the sequence of events in individual cases, and
on how particular clinicians exercise their statutory powers. The indicators are too conflicting to reach any
general conclusion about the least restrictive regime. Thus, the final legal principle we identified — that
clinicians should always, when in doubt, allocate patients to the least restrictive option — cannot resolve
our current dilemma because we cannot identify with confidence the least restrictive regime. Thus when
clinicians encounter patients who meet the criteria for both Section 17 Leave and a CTO simultaneously,
they could be lawfully allocated to either regime; they retain this important element of discretion. We
incorporated that discretion into the methods for our research, taking the view that when patients met the
legal criteria for both regimes, clinicians might allocate them at random between the two. In doing so,
they would act lawfully, and would permit us to research the efficacy of compulsory outpatient care.

Conclusions

® Patients can simultaneously meet the legal requirements for discharge to both a CTO and Section 17
Leave.
Neither CTO nor Section 17 Leave can be clearly demonstrated to be the Jeast restrictive option.
The OCTET Trial was designed lawfully to compare the treatment outcomes of CTOs against treatment
initially on Section 17 Leave.

® The OCTET Trial tested the changes made to the law of compulsory outpatient treatment by the
MHA 2007.
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Chapter 12 OCTET Study discussion and
conclusions

The key findings of the OCTET Study are shown in Box 3, below.

This discussion chapter draws substantially on papers published by members of the OCTET Coercion
Programme Group: Burns et al.,'® with permission from Elsevier; Dawson et al.,'”® with permission from
Oxford Journals; and Simon et al.,"** with permission from Elsevier.

The OCTET Trial clearly demonstrated that CTOs do not reduce readmissions to hospital, confirming the
findings of both the earlier RCTs,%3%* as well as the conclusions of two reviews conducted before the
inception of our study®* and a more recent one.®” As such, it is clear that CTOs have not achieved their
stated aim of reducing revolving-door admissions to hospital. This was the case despite the fact that
patients on a CTO spent far longer under the randomised regime than the non-CTO group (median 183 days
vs. 8 days) and that they spent more than twice as long under compulsion in total as the non-CTO group
(255 days vs. 102 days). As well as not affecting the rate of readmission, CTO use did not decrease the time
to readmission, and there were no significant differences in the number or duration of hospital admissions.

There was also no demonstrable impact on clinical or social outcomes, quality of life or capabilities, and no
differential effects of being in different subgroups. Neither the CTO nor the non-CTO group improved
clinically over time. The only statistically significant result was a smaller increase among the CTO group
than among the non-CTO group in their assessment of the effectiveness of treatment pressures. This
difference was small (1.2 points on a scale from 4 to 20) and unlikely to be clinically meaningful. There
was also no impact on health-care costs, including hospitalisation costs. In fact, CTOs significantly
increased informal care and legal procedures costs. Our Ethical Analysis concluded that there is no general
ethical justification for their use.

The OCTET Qualitative Study established that patients, psychiatrists and family carers alike see the main
purpose of CTOs as being to ensure treatment adherence. As in international studies, most of the
psychiatrists and family carers interviewed (although not all) expressed support for having a CTO regime.
Patients held more ambivalent views and identified more disadvantages than the other groups. CTOs were
seen as a potential safety net by all three groups, but there were divergent experiences of whether this
was how they worked in practice. Many of the psychiatrists were careful not to give additional services to
patients on a CTO in order to prevent the orders from becoming a ticket to better care. Family carers,
however, were critical of services that contained patients on CTOs but did not provide services that
enabled them to live more fulfilling lives. There were mixed opinions within and across the three groups
whether or not adherence had improved under a CTO and whether or not it was the CTO that led to such
improvement when found.

Community treatment orders and their impact

Our results add to the accumulating body of research into CTO effectiveness: while findings from
non-randomised studies form an inconsistent pattern,®” randomised studies consistently fail to find support
for patient benefit."®%

Not only did our results fail to support our hypothesis, but the total number of days in psychiatric hospital
was very similar for both groups in our trial, as was the time from randomisation to readmission. Several
patients remained in hospital for most of the trial period, including 13 who were never discharged because
of deterioration in their clinical state, who had no opportunity to be supervised in the community.
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BOX 3 OCTET Study: key findings

OCTET Trial

e (CTO use did not reduce the rate of readmission to hospital.

e The length of the initial compulsory outpatient treatment was hugely greater for the CTO group than the
non-CTO group (median 183 days vs. 8 days).

e CTO use had no impact on time to readmission, number and duration of hospital admissions or the range
of clinical and social outcomes.

e There were no differences for any of the prespecified subgroups.

OCTET Economic Evaluation

e The results did not support the hypothesis that CTOs would result in reduced hospitalisation costs.

e There was no evidence of any health or social care cost savings in the CTO group.

e (CTOs significantly increased informal care costs and the costs of legal procedures.

e CTO use had no significant impact on patients’ health-related quality of life or capabilities.

e (CTOs are unlikely to be cost-effective from a health and social care or a broader societal perspective.

OCTET Qualitative Study

e The implementation of CTOs may be influenced by interactions between patients, psychiatrists and family
carers; their interpretation of the legislation; and how they act on these interpretations.

e Despite participants’ keen awareness of legal clout, there was considerable uncertainty about whether or
not patient deterioration was required prior to recall.

e The (perceived) focus of the CTO on medication adherence may have consequences for how CTOs are
viewed and subsequently experienced; broader goals in patient care, and patient and carer involvement.

OCTET Ethical Analysis

e There is no general ethical justification for the introduction or use of a CTO regime.
® In some limited situations, the promotion of patient autonomy could provide sufficient reason for using a
CTO, but this should not be done when the patient’s autonomy could be promoted by another means.

OCTET Capabilities Project

® We developed and tested a new measure, the OXCAP-MH, to be able to assess the comprehensive
capability profile of mental health patients.

e This provides a complementary outcome measure of well-being in addition to health-related quality of life
and social functioning.

OCTET Legal Analysis

e Patients can simultaneously meet the legal requirements for discharge to both a CTO and Section 17 Leave.
e Neither CTO nor Section 17 Leave can be clearly demonstrated to be the least restrictive option.
e The OCTET Trial was designed lawfully to compare the treatment outcomes of CTOs against treatment
initially on Section 17 Leave.
e The OCTET Trial tested the changes made to the law of compulsory outpatient treatment by the
MHA 2007.
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Our trial sample was very similar to those in other RCTs.'® The median length of illness was 12 years,
during which time they had been hospitalised on average six times. One-third of the sample had been
imprisoned and 43% had criminal convictions. The sample also closely matched descriptions in the
literature of CTO populations internationally.?

The OCTET Trial findings confirm those of the two previous RCTs#*#* that CTOs have no impact on hospital
outcomes. In fact, the OCTET Trial found that patients on CTOs remained under compulsion for significantly
longer periods than those in the non-CTO group without any demonstrable benefit. This raises the ethical
guestion of whether or not such an imposition on personal liberty can be justified in the absence of any
clinical benefit. Clinicians, after all, have a duty to provide treatment in the least restrictive environment.

The OCTET Trial was one of several studies, including the other two RCTs, which provided patients with
case management and close clinical monitoring. In the US trials, this was added to standard care in both
arms, leading to reported improvements, whereas in our trial such services were part of standard care
already and neither group improved. This would seem to reinforce the conclusion that it is enhanced
services that this group of patients requires rather than coercion.®*

Randomised controlled trials provide the most rigorous test of treatment effects, reducing the possible
effects of researcher bias and regression to the mean, and identifying hypothesis and outcomes in
advance. Conducting RCTs of CTOs is challenging, as our extensive investigation of methodological, ethical
and legal issues demonstrated. Our trial design was not without imperfections and limitations (discussed
below). This was also true of the previous trials. The New York RCT had considerable problems, including a
smaller sample size than expected, high attrition and low adherence to the protocol. The North Carolina
trial had a refusal rate of 12% and high attrition (18.2%). By comparison, only 1 of our 336 patients
withdrew and we had primary outcome data for all. Our trial provided robust evidence that confirmed the
main findings of the two other RCTs in this field.

Aspects of each RCT and differences between them could affect their comparability and generalisability.
The US studies examined court-ordered CTOs, and randomised between CTO and voluntary status.

Our trial examined clinician-ordered CTOs, and randomised between discharge via CTO and discharge via
Section 17 Leave. The US studies actively excluded a proportion of patients with a history of violence.
The OCTET and New York trials experienced more protocol violations than expected. Nevertheless,

the clear differences between the length of compulsion imposed on patients and the comparability of the

treatment in the two arms of the trials indicate that their common findings are comparable and noteworthy.

Trial design and its implications

The difficulties we faced in designing the OCTET Trial arose to a great degree from the need to maintain a
lawful research method, that is, a method that avoided the random discharge of compulsory patients from
the statutory scheme and ensured that patients were dealt with according to law. This requirement meant
that we could not use the optimum research method: direct randomisation to either compulsory or
voluntary outpatient care. Instead, after the lengthy study of the legal and ethical implications, we had to
adopt a secondary strategy. This involved the patient being randomised to leave hospital either on a CTO
or via Section 17 Leave, with an understanding that the latter was to be used according to the Code of
Practice and be restricted to a short period of days, or at most weeks, before discharge to voluntary care.
Protracted use of Section 17 Leave has been reined in by the courts'”® and clinicians are required to
consider using a CTO when extending Section 17 Leave beyond 1 week.*® Section 17 Leave is commonly
used as part of the discharge process, including when patients are discharged to a CTO. In our trial,
clinicians discharged patients on Section 17 Leave to voluntary status after a median of 8 days, showing
that their use of the Section 17 Leave regime was, on average, what we had anticipated it to be.
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In effect, the OCTET Trial design allowed us to test a new form of treatment against the prior standard
form of care, instead of against placebo. In the past, the standard approach to the treatment of those
patients who are likely to be included in our trial was not their direct discharge to voluntary outpatient
care, but discharge to voluntary care through Section 17 Leave. Our trial aimed to test the effectiveness of
that older standard approach against the use of CTOs. If it was necessary to enact a new CTO regime, as
the government claimed during the law reform process, then this new regime should have produced
measurable differences in treatment outcomes.

The period immediately after the change of legislation provided a window of opportunity for this study, as
the position of equipoise in which the clinicians then found themselves meant that varying clinical practices
were likely to emerge. Therefore, this created the conditions for us to conduct an RCT that would be both
lawful and ethical. This had the potential limitation that there might be a slow acquisition of confidence
and skills in use of the CTO regime, thereby reducing trial generalisability. This does not appear to have
been the case.

Centrally collected data on CTO usage show that clinicians were quick to use the new regime. Since 2008,
CTOs have been used extensively (18,942 have been made so far) and there has been a 10 per cent
increase year on year. The latest figures show that in 201213, in excess of 4600 orders were made, and
5218 individuals were subject to a CTO. That the total number of people on CTOs has consistently been
higher than the number of CTOs made each year shows that some patients stay on CTOs for protracted
periods. In 2012-13, 2272 recalls were made and on 1509 occasions a CTO was revoked. There were
2162 discharges.”” The median duration of the initial CTOs in our trial was 6 months, indicating that
about half were being renewed, which matches the national trends. Combined with clinical contacts
averaging over two per month, this suggests that CTOs in the trial were being implemented in line with
the legislators’ expectations of the regime being used for long-term community supervision with

close monitoring.

Central figures correspond with local studies and audits in terms of the characteristics of patients being
subjected to CTOs. Of those on CTO, 65% are male."”” The majority (around 80%) of those on CTOs have
a diagnosis of schizophrenia or schizoaffective disorder and almost half lack insight into their disorder.
Around two-thirds are on depot antipsychotic medication.'® This pattern is also reflected in small-scale
studies, which report that patients on CTOs also have long histories of mental illness and of previous
admissions.>31791% | ess than five per cent of CTOs were for people under forensic sections.’””” The OCTET
Trial cohort is therefore in line with national and international CTO usage.

Clinical and social factors and subgroup analyses

Although there was no change in patients’ perceived coercion at the end of the trial, the sample as a
whole was more positive about the effectiveness and fairness of the treatment pressure they had
experienced. They were also more positive about their interaction with clinicians and expressed slightly
reduced desires for involvement and information. As patients were hospitalised at baseline but

most were in the community at 12 months, this could reflect a preference for community services.

This would be consistent with what is reported elsewhere.® The increase in the number of patients
screening positive for problem drinking and the small increase in the number in employment may reflect
their restrictive environment at baseline. None of these changes was influenced by the presence or
absence of a CTO.

The interactions between symptoms and age and between symptoms and tertiary education detected in
the subgroup analysis were also small and unlikely to be of clinical significance. The lack of consistency
both in the direction of the observed interactions and across outcomes for these subgroups suggest that
they are chance findings.''®'®
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There was no difference in readmission rate between those on depot medication and those not. The use of
depot medication decreased over time in the entire sample, but significantly more in the CTO arm than the
non-CTO arm. This overall reduction in depot use might explain some of the more positive attitudes to
antipsychotic medication in the total sample at 12 months. Although the proportion of patients treated by
depot (51% of the CTO group, 62% of the non-CTO group) was slightly lower than that reported in many
other studies (60-90%?), it matches early reports for those on CTOs in England as a whole (65%'’®) and in
London (54%"®? and 61%'®%). Reduction in depot use over time for those on CTOs has also been reported in
other contexts,'® although others suggest the opposite effect’®? and that depot use may prolong the CTQ.'

We thus failed to find any benefits of being on a CTO for the identified subgroups or for any of the clinical
and social outcomes. This is consistent with previous RCTs that did not find improvement for any of the
outcomes of their randomised samples (with the exception of self-reported victimisation).? A range of
improved outcomes has been reported in selected non-random subsets® but no conclusions about
effectiveness can be drawn from these studies.*'®®

Economic implications of community treatment orders

The Economic Evaluation was a prospectively designed, comprehensive analysis of the cost and outcome
consequences of CTOs over a 12-month follow-up period, both from a health and social care perspective
and from a broader societal perspective. The analysis was based on patient-level resource use and outcome
data collected directly from patients and expanded with information from medical notes where needed.
The analysis used data from the whole cohort apart from the three excluded patients and the five patients
who died during the follow-up period (n = 328).

Despite the above, we encountered the problem of missing data on self-reported contacts with services
and quality of life. To assess the potential impact of missing data on the cost-effectiveness results, we used
multiple imputation of the missing information and conducted alternative analyses both on the complete
cases and the full imputed data set. We assessed the quality of life/well-being consequences of CTOs
across multiple outcome measures including the EQ-5D-3L, the EQ-5D-VAS and the OxCAP-MH capability
index. We also looked at the potential impact of the assumed pattern of transition between health states
on the outcome results in further sensitivity analyses. We applied non-parametric bootstrapping to assess
the overall uncertainty in our cost-effectiveness results.

The analysis provided robust evidence against the hypothesis that CTOs may lead to reduced health and
social services costs as a consequence of reduced hospitalisation, or that they may result in superior quality
of life/well-being outcomes for patients. Neither could we find a significant opposite effect of CTOs on
quality of life or well-being. Although substantial uncertainty remains about the exact incremental
cost-effectiveness of CTOs, neither of the alternative analyses altered the final results and conclusions that
CTOs are unlikely to be cost-effective. It is important that decision-makers consider our additional important
findings on the increased informal care and legal procedure costs of CTOs.

Patients’, carers’ and professionals’ views of community treatment orders

The OCTET Qualitative Study contributes to an understanding of how the two mechanisms by which the
England and Wales CTO regime was designed to work — conditions and power of recall — operate in
practice. We examined psychiatrists’, patients’ and family carers’ experiences of these two inbuilt
mechanisms, along with their impressions of CTOs' effectiveness. A third dimension, legal clout, emerged
during analysis. Three main issues arose.

First, all three groups perceived the chief purpose of CTOs to be the enforcement of medication and
that legal clout was central to the achievement of medication adherence. Nevertheless, all three groups
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described CTOs as being helpful (i.e. leading to medication adherence and/or reduced admissions) for only
some, and identified a variety of shortcomings in how the orders were used in practice. Family carers
viewed the perceived focus on medication — to the exclusion of additional support or service provision —
as a major flaw that impeded full recovery. By contrast, psychiatrists often emphasised that CTO patients
were not treated preferentially, responding to concerns voiced prior to the introduction of CTOs

about creating perverse incentives for their use.'®® All three groups also acknowledged that other,
non-CTO-related factors might have contributed to any observed improvements in patients’ adherence.

Second, the way in which the CTO’s mechanisms worked in practice could be influenced by participants’
understanding of those mechanisms and by structural factors. Participants’ understanding of how the
inbuilt mechanisms of the CTO (should) work varied considerably. It was clear that patients, carers and
psychiatrists alike were unclear about the enforceability of discretionary conditions and the criteria for
recall. This lack of clarity, which in part may have arisen as a result of the way in which the statute was
written, was compounded by the way information was communicated between, and subsequently
interpreted by, patients, psychiatrists and family carers. We found that some psychiatrists maintained
patients’ uncertainty about recall for the purposes of enhancing adherence. Although some psychiatrists
expressed disappointment about what they perceived as a too-high threshold for the use of recall, patients
perceived the threshold for hospitalisation to be lower than when they were not on a CTO. The CTO
mechanisms discussed here could therefore rely not only on how they were interpreted and applied by
psychiatrists, but also on how patients responded to them and how carers were involved. Although recall
was intended as a simplified means of responding to relapse or risk,* we found mixed evidence from all
three groups as to whether or not this was the case in practice. One reason for this was the lack of clarity
about the requirement in the law regarding the role of conditions and the need to wait for patients’
deterioration. Structural factors, such as inpatient bed shortages and out-of-hours procedures, could also
influence the use of recall.

Third, we identified a wide range of experiences and views within each group, indicating that there is

no such thing as the definitive patient, psychiatrist or family carer experience of CTOs. Although some
patients were motivated to comply with the conditions by the ‘threat’ of recall, others said that they did
not feel compelled to comply and viewed the possibility of hospitalisation under the CTO as no different
from their experiences before being on a CTO. We identified commonalities in psychiatrists’ overall
pragmatism in their design and use of conditions and belief in the power of recall, but we also discovered
more unusual practices and variation in views about the appropriateness of, for example, specifying and
enforcing discretionary conditions. Family carers mostly welcomed the conditions and power of recall, but
did not arrive at univocal conclusions about the usefulness of CTOs. The involvement of family carers in
decision-making related to the CTO also varied widely.

Broadly speaking, our findings are not dissimilar to those of the small number of existing studies (mainly
from the North America and Australasia) on experiences of CTOs.”>7>78 The three sets of interviews yielded
a large amount of rich data. Further analytical strands will be pursued after the completion of the
programme grant period.

Ethical implications of community treatment orders

Our Ethical Analysis shows how ethical considerations concerning the use of legal powers in community
mental health care map on to the different ways in which CTOs are used and experienced in practice.

A complex and nuanced account emerged of how the ethical principles of respecting patients’ autonomy,
respecting patients’ liberty and acting beneficently should be interpreted in order to make judgements
about the ethical justification of CTOs.

Previous ethical analyses have pitched this ethical debate largely as a conflict between patient benefits,
on the one hand, and liberty and autonomy, on the other, with the implication that this is a debate to be

NIHR Journals Library www. journalslibrary.nihr.ac.uk



DOI: 10.3310/pgfar04210 PROGRAMME GRANTS FOR APPLIED RESEARCH 2016 VOL. 4 NO. 21

settled one way or the other. These analyses have not been sensitive to the ways in which CTOs are being
used and experienced in practice. The varied range of experiences documented here, by contrast, suggests
that ethical duties can pull in different directions, depending on the individual patient’s circumstances. The
ethical picture is not as clear, nor as binary, as other commentators have suggested. Exploring these ethical
considerations in light of a detailed qualitative account of stakeholders’ experiences of CTOs in England
reveals a more complex ethical picture than has been presented previously.

The overall picture in participants’ personal accounts of outcomes resulting from the use of CTOs was
mixed, with a range of positive and negative outcomes described. It predominantly related to claims about
how well the mental health service was functioning when CTOs were being used, rather than simply
describing the use of CTOs themselves (with the exception that some participants regarded the CTO as a
new opportunity for stability for some patients). Little evidence came to light to suggest that the other
benefits about personal and social support identified by patients could not have accrued independently

of the CTO, if the service were appropriately responsive to patients’ own accounts of their needs. For
instance, despite the speed of readmission being emphasised as a positive feature of patient care under
(some) CTO orders, it should be recognised that it is not rapid readmission itself that constitutes a benefit
to patients but rather the positive health, social and/or personal outcomes that can accrue for a patient in
these circumstances. The evidence from the OCTET Trial reveals that such outcomes do not result from the
use of a CTO. Moreover, it is unclear from these interviews whether it was the instigation of a CTO regime
that led to the increased speed of readmission in some cases, or other factors relating to, for example,

the efficiency and working patterns of the mental health professionals involved.

Although the legal powers are different, several North American studies similarly emphasise the
importance of the legal regime of care management under a CTO.®* Evidence reported from research
conducted in response to the introduction of CTOs in New York State suggests that the experiences
expressed by our participants are not uncommon. In that study, the data indicated that the intensive
support required to meet the broad personal and social needs of some patients subject to CTOs did not
materialise.®® This evidence connects to the concerns raised by patient advocacy groups in the legal reform
process in England and Wales. These groups expressed the concern that the CTO regime could legitimate
the withdrawal of support to these patients on the grounds that their interests were safeguarded by
narrow medical treatment-oriented care.

In considering the question of patients’ /iberty, participants’ views and experiences must be read alongside
the findings of the OCTET Trial. The OCTET Trial found important differences between the degree of
freedom enjoyed by patients under CTOs compared with the non-CTO group. The CTO group were
subject to this legal power for the subsequent 182 days (median) against 8 days for those in the non-CTO
group. Similarly, across the entire 12-month follow-up period, those in the CTO group were subject to
legal powers of compulsion for a total of 255 days against 102 days for the non-CTO group. Given that
the CTO regime allows a range of conditions to be placed on what patients are able and not able to do,
these figures clearly suggest that those placed upon CTOs have their liberties restricted, in more
substantive ways and for longer periods of time, than other patients who receive mental health care in
the community.

Two clear conclusions may thus be drawn from our Ethical Analysis, as the following sections explain.

No general ethical justification for community treatment orders

No general ethical justification for the legal framework of the CTO can be provided from our analysis.
The reason for drawing this conclusion emerges from even a cursory review of how the relevant ethical
considerations identified should be interpreted in practice.

Community treatment orders are not the least restrictive alternative when it comes to providing care within
community mental health services, although they were widely interpreted when introduced as being less
restrictive than the use of legal powers of detention in hospital. The conditions that clinicians can place on
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patients’ care regimes means that these clinicians must have good ethical reasons for using CTOs over less
restrictive ways of supporting patients in the community. If such reasons are not available, CTOs cannot
be justified.

Although our analysis indicates that some patients, carers and psychiatrists talked about different ways in
which patients can benefit from the use of CTOs, it must be recognised that there is no RCT-level evidence
that such perceived benefits actually result in improved outcomes for patients. It is therefore not possible to
argue that CTOs can be justified from these accounts of perceived benefits — medical, social or personal —
that are seen to accrue for some patients for whom CTOs are used. In other situations, clear accounts of
difficulties or specific harms that patients faced under the CTO regime were described.

When considering whether or not the CTO regime functions to respect patients’ autonomy, there is a
stronger ethical case to be made that CTOs can, for some patients at least, promote self-determination.

A number of respondents clearly viewed the imposition of a community-based legal power as aiding
patients in managing their illnesses in ways that enabled them to take control of their lives and to engage
in new activities. Equally, for other patients the evidence suggested that they were constrained in their
ability to exercise their autonomy in similar circumstances.

Promoting patients’ autonomy: a limited justification for the use of community

treatment orders?

We therefore found that in some limited situations, the promotion of patient autonomy could provide
sufficient reason for using a CTO when the patient’s circumstances suggest to the clinical team that this
legal power is required to enable the patient to pursue life choices and activities in line with his or her
values. This would not apply if the patient’s autonomy could be promoted by another means, for example
by making additional multidisciplinary personal and social support available to him or her.

How the ethical argument regarding autonomy is developed here depends on resolving a practical and
conceptual tension between respecting a patient’s autonomy and promoting that patient’s autonomy.
Although this tension has been examined to some degree within psychiatric ethics'® and applied to
discussions about mental health practice in view of interventions such as advance mental health directives
(also known as ‘Ulysses Contracts’ or ‘Joint Crisis Plans''®9"), it is not an issue that has been discussed in
previous ethical analysis of CTOs.

Participants prioritised the promotion of autonomy over mere respect for autonomy when thinking

about the ethical legitimacy of CTOs, and usually contrasted the use of CTOs with being an inpatient.
This position is understandable; given the long-term nature of community-based mental health services,

it should be seen as entirely appropriate to foster a person’s self-development and support his or her life
projects into the future, rather than treating that person’s values and abilities as static. By way of caution,
however, it should be noted that the recent evidence from an RCT of advance directives for mental health
suggests that the promotion of patient autonomy through the use of such interventions may not lead to
clinical benefits." This implies that it is also important to look very closely at whether or not autonomous
choice would indeed be fostered through the use of CTOs in any given clinical situation.

There are two additional difficulties in drawing on an ethical requirement to promote a patient’s autonomy
to provide an ethical justification for the use of CTOs. The first difficulty is an epistemological one.
Although it may be correct that, in some cases, patients’ abilities to pursue choices and activities better, in
line with their own values, will be enhanced by invoking a CTO, it will be difficult — if not impossible — for
CMHTs to know whether or not patient autonomy will be promoted in any given case. Even if there are a
small number of situations in which CTOs ought to be used to support the delivery of empowering and
person-centred care, it is far from clear whether or not mental health professionals will be able to identify,
in advance, when such situations have arisen.
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The second difficulty in mounting an autonomy-based defence of CTOs is that our analysis has revealed
that it is not possible to differentiate features associated with the use of a CTO from features of the
broader care environment in which this power is invoked. As such, making an ethical judgement about the
use of CTOs cannot be separated from the broader ethical requirement that professionals have to tailor
the delivery of care and support services in ways that promote patients’ autonomy. The majority of
concerns highlighted in the interviews concerned perceived failings in how interventions provided to
patients were used to support their care and treatment, rather than constituting evidence that CTOs by
themselves were harmful or disrespectful of patients’ autonomy. Equally, the benefits that participants felt
emerged through the use of CTOs were commonly presented as being contingent on the availability and
appropriateness of other interventions designed to provide personal and social support to patients in
receipt of care in the community: features that are independent of these legal powers in a number

of jurisdictions.

If patients’ autonomy can be promoted through the more optimal provision of multidisciplinary forms of
personal and social support within community services, rather than through the use of CTOs, this is to
be preferred, as these multidisciplinary interventions do not impose comparable restrictions on patients’
freedoms. There is clearly much more to say about the practical and ethical aspects of delivering good care
to patients with complex needs within community mental health services, and we return to this in the
ULTIMA Ethical Analysis (see Part 4, Chapter 20). Notwithstanding this observation, however, this Ethical
Analysis does suggest that it is indeed possible that, in some situations, a CTO might be judged by the
clinical team to be a valuable or indeed necessary component of a package of community-based care
that promotes the autonomy of a patient. When such situations can be identified with some degree of
certainty, it would be ethically defensible to use a CTO if available. This observation does not, however,
legitimate the use of CTOs in general, nor does it provide a strong rationale for the introduction of these
powers in jurisdictions for which they are currently unavailable.

Measuring capabilities: the development of the OxCAP-MH

As well as using previously established measures of clinical and social outcomes in the OCTET Trial, we also
developed and tested a new measure of capabilities, the OxCAP-MH, which may in future be used to
complement existing measures of health-related quality of life and social functioning. This work underlines
the direct measurability of human capabilities for people with severe mental illness, and the practical
potential for applying the capability approach to problems of health outcome measurement.

In developing the OxCAP-MH, we adopted an approach that draws heavily on the theoretical insights

of Nussbaum'®” and combined them with empirical focus group work used to develop the OCAP-18
guestionnaire, which had previously been validated for the evaluation of public health interventions.
Specifically, we focused on the contextual aspects of mental health research, particularly feasibility and
content validity. Currently, although there may not be an agreement on any single unique account or list
of capabilities, similar kinds of domains are beginning to emerge about the measurement of progress.

The single capability index derived from OxCAP-MH, the CAPINDEX16, is not in its current form intended
to be used as a sole outcome measure for economic evaluations. We are aware of two projects that have
tried to develop such composite, societal preference-based outcome measures using different capability
instruments with the ultimate goal of a richer evaluative space. Netten et al.’®? have recently developed the
Adult Social Care Outcomes Toolkit, a preference-weighted measure of social care-specific quality of life
to be used in the evaluation of social care services. Using time-trade-off and best-worst scaling methods,
a formula was developed to be able to generate a social care QALY comparable to a health QALY on a
zero-to-one scale (where ‘0’ is equivalent to ‘being dead’ and "1" is equivalent to ‘being in the ideal
state’'®?). At the same time, Grewal et al.’® have been developing a group of instruments also
conceptually linked to Sen’s capability approach for assessing the impact of health and social care
interventions for older adults, adults and carers [ICEpop CAPability measure for Older people (ICECAP-0),
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ICEpop CAPability measure for Adults (ICECAP-A), Carer Experience Scale, respectively] in an economic
evaluation framework. To enable the application of capability well-being for economic evaluations, sets
of preference-based index values are currently being estimated for these instruments (again on a ‘0-1’
capability scale using best-worst scaling methods).' '

Collapsing multidimensional capabilities information into single index scores in this way, using preference-based
valuation techniques, is, however, conceptually in tension with the original capability approach. It is likely to be
context-restricted and reduce the additional opportunities the capabilities framework can offer for policy-making
(e.g. prioritisation of intervention areas, distributional information).

All approaches to self-reported outcome measurement in mental health are prone to similar difficulties.
This substudy was not designed to investigate such issues surrounding adaptation. The use of numerous
and explicit domains in OxCAP-MH, however, rather than the relatively catch-all term ‘daily activities’,

may mitigate any impact of adaptation on self-reported results. If so, this would argue strongly for our
capability approach. This idea remains to be tested, however, together with the potential impact of altered
perception due to delusion or changed mood, such as mania or depression.

Limitations

OCTET Trial and Economic Evaluation
One in five of the patients approached refused to participate, which may have skewed our sample.
The sample was, however, similar to those in the other two RCTs of CTOs.

Patients who lacked the capacity to consent to take part in research were excluded from our trial.
These patients were excluded because of the ethical difficulties involved in engaging people in research
who are incapable of understanding the implications of taking part on their treatment. This was a small
group (nine patients), as only patients who were ready for discharge to the community were eligible to
take part, and patients in that position should not be acutely unwell.

The number of protocol violations was noteworthy (42 violations in the CTO group and 46 in the non-CTO
group, as well as the three patients who were ineligible or withdrew), although this is far from unique

in pragmatic effectiveness trials.”® Three factors contributed to this result. First, the legal position
underpinning the lawfulness of the trial (see Chapter 17) required each subsequent clinical decision

to be entirely unconstrained by the patient’s randomised status. Consequently, clinicians could not be
encouraged to persist with the randomised assignment. Second, recruitment of patients took place at the
point that the clinical team decided to initiate supervised outpatient care. Finalisation of a CTO requires
detailed consultation both within the team and with the patient and their family, which can take from a
few days to several weeks. During this time both the patient’s clinical condition and the commitment of
the team to the trial can vary.

Third, adherence to randomisation was compromised by reorganisation in almost all of the collaborating
mental health services, particularly by the separation of inpatient and outpatient consultant responsibility.
As a result, many patients passed to being treated by psychiatrists who were unfamiliar with the trial and
who might have had different opinions about management. Although these protocol violations are
illustrative of key factors affecting the operation of CTOs, they did not alter the findings of our
well-powered trial and this was confirmed by our sensitivity analysis.

The OCTET Trial was originally designed to capture the experience of family carers as well as patients, but
this aspect of the trial had to be abandoned because of the low response rate. To some extent this was
not unexpected as the patient group in question often have limited contact with their family. Carer views
were, however, included in the OCTET Quialitative Study.
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The Economic Evaluation encountered the common problem of missing data, as some relevant information
could not be obtained from either the patient interviews or medical records. We addressed this according
to current best practice using multiple imputation of the missing data and a sensitivity analysis carried out
on the complete data set. Although the results of the sensitivity analysis did not alter the main findings,
the potential impact of missing data on the results cannot be fully estimated.

OCTET Qualitative Study

Although we report the views of patients, carers and psychiatrists in the Qualitative Study, we could not
sample patient—carer—psychiatrist triads or did we sample other professions involved in the administration
of CTOs, such as AMHPs. The aim of this substudy, however, was not to examine dynamics and outcomes
in case studies, but to identify experiences of the mechanisms at work in the operation of CTOs. The
majority of family carers whom we interviewed were parents, and the experiences and views reported by
this group might have differed if the sample had included, for example, more siblings or spouses. It is a
strength of the OCTET Quialitative Study that our maximum variation sampling strategy captured a range
of views and experiences within, and across, the three samples, minimising the likelihood that the findings
were associated with a particular team, setting or NHS trust.

OCTET Ethical Analysis

We did not examine some potential benefits of CTOs, such as any impact on families. Some family carers
felt that this was an important issue. The potential benefit for society at large was also not something our
study assessed and this was one of the issues featuring in the debate preceding the introduction of CTOs.

OCTET Capabilities Project

In developing the capability approach for this patient group, our method did not capture effects on
informal carers’ capabilities or those of the wider community who were likely to be affected by the
inevitable externalities of mental disorders treated in the community. This is not uncommon in this area
and currently it is not clear how these aspects could be aligned. So far the closest attempt to capture
similar externalities is the development of the Carer Experience Scale.”® Neither is it yet clear how

people’s ‘agency goals’,”” another fundamental concept of the capability approach, might or should be
incorporated in any of the existing capability measurement frameworks as applied to health status assessment.

Conclusions and implications

The OCTET Trial is the third, and largest, randomised trial of CTOs, and, similar to its predecessors, did not
find any evidence that CTOs achieve their intended purpose of reducing readmission in so-called revolving-
door patients with a diagnosis of psychosis. No benefit was found for any of the clinical or social outcomes
measured or for any of the prespecified subgroups. Despite some positive experiences being reported, the
qualitative study found no univocal views within or across the groups interviewed as to the effect of the
intervention. The evidence is now strong that the use of CTOs does not confer early patient benefits
despite substantial curtailment of individual freedoms. In view of the now consistent experimental evidence
against any clear benefit, we believe any proposal to either introduce CTOs to new jurisdictions or extend
their use would require a commitment to test their effects at least as rigorously as we have done.
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Part 3 OCTET Follow-up Study

Abstract

Background
Serious concerns have been raised that CTOs might lead to disengagement.

Objectives

Our objectives were to investigate the association between compulsion and disengagement; the effect of
the trial randomisation arm on disengagement and readmission; the association between CTO use and
readmission to hospital for patients who experienced time on a CTO; and the differential impact of
baseline characteristics on the effect of duration of compulsion on discontinuity of care.

Methods

The OCTET Follow-up Study followed up the OCTET Trial cohort (n = 333) at 36 months after randomisation,
collecting data from medical records. The primary outcome was the level of disengagement during the
36-month follow-up period. Secondary and tertiary outcomes comprised a range of hospitalisation outcomes.

Results

Rates of consistent clinical follow-up were much greater than expected (94% at 36 months). Just over half
of the sample (n =187, 57%) had no discontinuity in their care. There was no significant difference
between the CTO and non-CTO groups in the number of discontinuities (IDR 1.12, 95% Cl 0.78 to 1.59;
p =0.537). Longer duration of compulsion was associated with longer time to disengagement (HR 0.946,
95% C1 0.90 to 0.99; p=0.023) and fewer periods of discontinuity (IDR 0.96, 95% Cl 0.95 to 0.98;

p <0.001). There was no difference in any readmission outcomes over the 36 months. We did not identify
a linear relationship between readmission outcomes and duration of CTO. We identified no effect of
baseline characteristics on the association between compulsion and disengagement.

Conclusions
There was no evidence that increased coercion led to disengagement from services. There was no
convincing evidence for improved hospitalisation outcomes from CTOs at 36 months.
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Chapter 13 Introduction to the OCTET Follow-up
Study

he OCTET Follow-up Study took place from 1 August 2012 to 30 October 2014. Following on from

the OCTET Trial, it aimed to investigate the association between compulsion and disengagement in the
OCTET Trial cohort in the 36-month period following randomisation, as well as investigating any effect of
the randomisation.

This was a revision of the original objective of the OCTET Follow-up Study, which was ‘to compare
disengagement and dlinical outcomes between those randomised to CTO and those randomised to non-CTO
treatment at 36 months after randomisation’. We modified this in view of the findings of the OCTET Trial. Given
that the OCTET Trial showed no difference between the two arms, our revised primary objective for the OCTET
Follow-up Study was thus to examine compulsion and disengagement across the whole sample, with the effect
of randomisation being explored as a secondary objective.

We designed the OCTET Follow-up Study to address serious concerns that CTOs might represent an
increase in coercion that might lead to disengagement from services. No studies had previously addressed
this question, although there are some anecdotal reports.®®%° The purpose of CTOs, as discussed above
(see Part 2, Chapter 5), is to ensure a period of improved mental health that optimally leads to subsequent
voluntary engagement and treatment concordance. The possibility that their use might instead lead to
great disengagement from services merits serious attention.

The OCTET Follow-up Study thus added a fourth time point, at 36 months after randomisation, in order to
collect data over 24 additional months from the end of the initial 12-month follow-up period. The aims
were to establish whether or not engagement with services and service use demonstrated any association
with duration of compulsion; whether or not, in the long term, there was a difference in engagement with
services and service use between patients in the two arms of the trial; and whether or not there was a
difference in rates and duration of readmission between patients who spent any time on a CTO. We also
sought to determine whether or not being in the CTO arm of the trial made any difference.

This chapter draws substantially on a paper published by members of the members of the OCTET Coercion
Programme Group: Burns et al.,'®® with permission from Elsevier.
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Chapter 14 OCTET Follow-up Study: methods

Sample

Participants in the OCTET Follow-up Study were the 336 patients who were participating in the OCTET
Trial. We applied no further inclusion or exclusion criteria.

Objectives
Our objectives were to investigate:

the association between compulsion and levels of disengagement
the effect of randomisation arm (CTO or non-CTO) on levels of disengagement and readmission rates
the association between CTO use and readmission to hospital for patients who experienced time on
a CTO

e the differential impact of baseline characteristics on the effect of duration of compulsion on
discontinuity of care.

The first objective was to test the hypothesis that a longer time under compulsion would increase
disengagement from mental health services or discontinuity of contact. These were defined as:

® disengagement: no service contact for at least 90 days immediately preceding final follow-up
e discontinuity. any 60-day period (or more) of no service contact.

The second objective was to test the hypothesis that at 36-month follow-up, patients in the CTO arm of
the trial, compared with those in the non-CTO arm, would:

® be more likely to experience disengagement
experience more discontinuities
® have a reduction in readmissions to hospital.

The third objective was to test the association between CTO use and (only for patients who experienced
time on a CTO, regardless of the arm to which they were randomised):

® hospitalisation rate
® time to readmission
® duration of admissions.

We also aimed to use subgroup analysis to test the hypothesis that the levels of disengagement (time to
disengagement and discontinuity of treatment over time) would differ according to factors measured at
baseline, and to test for a centre effect by comparing London patients to those in the other sites.

Data collection

We collected all data from medical records at 36 months after randomisation. This continued until
22 February 2014.
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Outcomes

Disengagement outcomes
Two variables were used to measure the level of disengagement during the 36-month follow-up period
from the first discharge (the date when the patient left the hospital) to the end of the study:

1.

Time to disengagement Disengagement was defined as no service contact for 90 days (or longer) and
no return to contact. Time to disengagement was therefore calculated as the number of days from the
point of first discharge from hospital to the last clinical contact, if that last contact occurred at least

90 days (3 months) before the end of the study follow-up period. This was a continuous variable,
expected to be skewed. Data were censored for patients who died, emigrated or were discharged or
imprisoned, and the 90-day period no contact requirement was calculated to that date rather than
1095 days.

. Discontinuity of treatment over time This was defined as the number of time periods of 60 days or

more in community care without a contact with services. This was a continuous variable expected to
be skewed.

The explanatory variable duration of compulsion was defined as follows:

Duration of compulsion This was defined for duration of total compulsion and for duration of community
compulsion. Total compulsion was defined as the number of days under any legal compulsion (e.g.
Sections 2, 3, 4, 136 or 37, CTO, and 40/48 of the MHA) during the 36-month follow-up period,
including time under the initial Section 3 between randomisation and discharge to randomised status.
This variable included inpatient and outpatient compulsion times.

Community compulsion This was defined as the number of days in the community on a CTO and
excluded inpatient compulsion. Time under voluntary status was not included in this variable.

Readmission outcomes
We used the following readmission outcome variables:

Readmission to psychiatric hospital This was defined as a binary outcome (patient readmitted to
hospital (voluntary and involuntary) during the 36-month follow-up period versus patient

never readmitted).

Duration of admission Number of nights of psychiatric hospitalisation from first discharge from hospital
to 1095 days. This included voluntary and involuntary hospitalisations; nights on recall were not
included unless the recall ended in revocation.

Time to first readmission Number of nights from first discharge to first readmission. For patients

(in both arms) who remained in hospital for the duration of the study, the time to first readmission was
counted as zero. Nights on recall did not count as a readmission unless the recall ended in revocation.
Number of readmissions from first discharge to 1095 days This included voluntary and involuntary
hospitalisations but not any recall that did not end in revocation of the CTO.

Community treatment order compulsion outcomes
The following CTO compulsion outcomes were used for patients who experienced a CTO at any point
during the study (non-randomised group):

Duration of readmission Defined as above in Readmission outcomes.

Readmission rate Defined as the proportion of patients readmitted to hospital (subject to the
constraints mentioned under Readmission outcomes),

Time to readmission Defined as the number of nights from the point of first discharge from hospital to
the first readmission.
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Data management

The study researchers entered most of the data directly into an Access® 2010 database (Microsoft
Corporation). They subsequently cleaned these data using an Excel 2010 database. They recorded data
for the first 66 patients in clinical research forms. For these 66 patient interviews, different researchers
double-entered the data, compared them against each other, and discussed and corrected discrepancies
under supervision. The statistician responsible for the analysis performed additional data quality
evaluations. These included range checks and logical and consistency checks that might not be picked up
by checks at the individual patient level by research staff. In the case of variables that were a function of
other variables (e.g. length of a particular hospitalisation), these were checked by automatic calculation
of its values. We froze the final cleaned data before starting the analysis.

Statistical methods

As with the OCTET Trial, the research team wrote and signed off a detailed statistical analytical plan before
analysing any data (see Appendix 2). All analyses were done according to the statistical analysis plan,
except for the analysis of non-randomised CTO group.

Disengagement

‘Time to disengagement’ is a time-to-event outcome. We therefore performed the analysis using a
proportional hazards model adjusting for duration of compulsion and the stratification factors [gender
(male/female), schizophrenia (yes/no) and duration of illness (< 2 years, > 2 years)]. We present the results
as HRs with 95% Cls.

‘Discontinuity of treatment over time’ is a count outcome. We therefore analysed it using a negative-binomial
regression model and adjusting for duration of compulsion and stratification factors. We present the results
as IDRs, which are interpreted in the same way as relative risks.

We conducted this analysis for the whole sample (not splitting by trial arm).

Readmission

We conducted the analysis for the readmission outcomes using the intention-to-treat population. We analysed
the readmission outcomes in the same way as the disengagement outcomes, using multiple regression models
with adjustment for the stratification factors. The type of regression model depended on the data distribution.
We assessed all model assumptions.

We compared the trial groups for time to disengagement with the non-parametric Wilcoxon rank-sum test
because of the violation of the proportional hazards assumption of the proportional hazards model.

Similarly, the model used in the analysis for discontinuity of treatment was adjusted for trial arm, reporting
its coefficient (and 95% Cl and two-sided p-value) interpreted as an IDR.

We analysed psychiatric hospital readmission in the 36-month follow-up period, as a binary outcome,
using log-binomial regression that was adjusted for the trial arm indicator and the stratification factors.
We present the results as the relative risk of readmission in the CTO group compared with the non-CTO
group, with appropriate 95% Cls and two-sided p-values.

The number of readmissions and duration of readmission are count outcomes. We analysed these using
negative-binomial regression models and adjusting for trial arm indicator and the stratification factors.
We present the results as IDRs.
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The time to first readmission from first discharge to 1095 days is a time-to-event outcome. We therefore
performed this analysis using a proportional hazards model, adjusting for the trial arm indicator and the
stratification factors. We present the results as HRs with 95% Cls and also present Kaplan—Meier plots.
We calculated the median readmission time with 95% Cls.

Community treatment order compulsion

Analyses of association of duration of CTO and readmission outcomes were conducted only on patients
who had at least one CTO event so the sample size was restricted to 198 people. Owing to model
assumptions violations, the explanatory variable CTO compulsion was split into quartiles.

We analysed the association between CTO compulsion groups and readmission rate using Poisson
regression with robust error variances,'® as the log-binomial model was not possible because of model
instability. The results are presented as relative risks with 95% Cls.

We performed the analysis for the time to readmission using the non-parametric Kruskal-Wallis test. The
proportional hazards model was not used because of the violation of the proportional hazards assumption.

We analysed the duration of readmissions using a negative binomial regression model adjusting for the
categorical CTO compulsion and stratification factors. We present the results as IDRs with 95% Cls.

Sensitivity analyses
We conducted a sensitivity analysis for the variables measuring the disengagement outcome, which
consisted of repeating the above analyses without adjusting for the stratification factors.

Subgroup analyses

To identify patients’ baseline characteristics associated with a differential effect of duration of compulsion
on discontinuity of care, we fitted the same model as for the disengagement outcome, with the inclusion
of an additional interaction effect for the interaction between the duration of compulsion and the relevant
subgroup variable. The p-value for the interaction test was the p-value of interest, as this was the test of
the stated hypothesis. The significance of the compulsion variable was not considered of interest here.

We evaluated the following groups, defined a priori, the first three of which were stratification factors:

gender: male versus female

diagnosis: schizophrenia versus other

duration of iliness: < 2 years versus > 2 years

age: <40 years versus > 40 years

ethnicity: white versus others

born in UK: born in UK versus born in another country

marital status: (single + separated/divorced) versus married/cohabiting
accommodation: independent versus (supported + homeless)

living status: living alone versus living with others

educational level: <12 years versus > 12 years; tertiary education (yes/no)
BPRS: <33 versus > 33

GAF: <49 versus > 49.

A centre effect was evaluated through a similar subgroup analysis for both the disengagement and
readmission outcomes. The subgroups were defined by the variable:

® centre: London versus other sites.
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Changes to protocol from original proposal

With the exception of the change in the primary objective, detailed above, the analyses we conducted
were all in line with the spirit of the analyses detailed in the original proposal. As with the OCTET Trial,
we made some changes to the original proposal when writing the statistical analysis plan. In particular,
we used more sophisticated adjusted regression models as the primary comparisons, using the simpler
unadjusted tests for secondary sensitivity analyses. We performed the adjustment for the variables used in
the stratified block design method of randomisation. We did not conduct any minimisation process.

We performed all analyses over the 36-month follow-up period from randomisation (i.e. from
randomisation to 1095 days) and not over the 24 months after the OCTET Trial ended, as the original
proposal indicated.
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Chapter 15 OCTET Follow-up Study: results

Participant flow

Of the original 336 OCTET Trial patients, three were excluded, as one withdrew and two were found to
be ineligible (see Part 2, Chapter 6). Of the remaining 333 patients, one withdrew consent to continuing
engagement in the Follow-up Study; data could therefore not be collected for this patient and was treated
as missing data. For two further patients, data on contacts with services were missing for the entire study
period as a result of their paper medical records being destroyed in a fire or lost. We therefore present
data throughout the OCTET Follow-up Study for the sample of 330 patients.

A total of 20 patients died during the 36-month follow-up period. Five of these died during the 12 months
of the OCTET Trial. In total, six of the deaths were suicides (four of the CTO group and two of the
non-CTO group), one (in the CTO group) was an accidental death by drug overdose group and 13 patients
died of natural causes (eight of the CTO and five of the non-CTO group).

There were 16 patients who were in general hospital care (three patients: one patient of the CTO group
and two patients of the non-CTO group) or in prison (one patient from each group) for substantial periods
leading up to the end of the study, or who moved abroad (three patients of the non-CTO group) or were
discharged from secondary psychiatric services (eight patients: four patients from each group). Analysis was
censored for these 16 patients.

Interventions received during the 36-month follow-up period

Table 28 presents the descriptive data for hospital care for the 36-month follow-up period. By 36 months,
213 patients (65%) had been readmitted [100 (61%) of the CTO and 113 (68%) of the non-CTO group].
The 213 who had been readmitted spent a median of 132 nights in hospital (117.5 for the CTO and 139.5
for the non-CTO group). Of these 213 patients with readmissions, 126 (59%) had experienced more than
one readmission (60 of the CTO group and 66 of the non-CTO group). None of these differences was
statistically significant.

Table 29 presents details of patients’ community care and legal status. Not all of the data were obtainable
and the listed sample sizes reflect this. Patients spent a median of 983.5 days out of the possible 1095 days
in the community (992 for the CTO group and 976 for the non-CTO group). Overall, 198 patients (60%)
were subject to a CTO at some point [127 (77 %) of the CTO and 71 (43%) of the non-CTO group]. These
198 patients spent a median of 346 days on the CTO (364 days for the CTO group and 308 days for the
non-CTO group). This included all CTO episodes during the 36-month follow-up period. When inpatient
care was included, the time under total compulsion was a median of 399.5 days (513 days for the CTO
group and 309 days for the non-CTO group). The CTO group had a higher number of MHA tribunals

(179 vs. 129), managers’ hearings (170 vs. 110) and recalls from CTOs (87 vs. 49) than the non-CTO group.
Most recalls (92, 68%) resulted in revocation of the CTO, with the rate marginally higher in the CTO group
[62 (71%) vs. 30 (61%)]. Only two patients were discharged directly from recall to voluntary status.

The care teams engaged in the original OCTET Trial were encouraged to aim for similar rates of
community contacts during the 12 months of the trial follow-up, irrespective of the arm of the trial to
which the patient was allocated. They achieved this with medians of 2.1 contacts per month for the CTO
group and 2.2 contacts per month for the non-CTO group. Over the 36-month follow-up period, the rate
of contacts per month was slightly higher than over the first 12 months, but there was no difference
between the two groups (2.5 for the CTO and 2.9 for the non-CTO group). The rate of failed contacts
recorded in the medical notes was 0.3 for the CTO group and 0.3 for the non-CTO group.
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Table 30 details the professionals seen by the patients over the 36 months. (Some of the individual
professionals may have been counted more than once if they had more than one patient in the study.)
There were no obvious differences between the CTO and non-CTO groups. Over the 36-month follow-up
period, patients were under the supervision of a mean of 2.2 care co-ordinators (2.3 for the CTO and
2.4 for the non-CTO group) and a mean of 3.6 consultant psychiatrists (3.6 for the CTO and 3.7 for the
non-CTO group). The overwhelming majority of care co-ordinators [509 (68%)] were community
psychiatric nurses [239 (66%) for the CTO group and 270 (70%) for the non-CTO group]. Of the 1169
consultants seen, only 182 (16%) were ‘integrated’ consultants responsible for inpatient and outpatient
care [83 (14%) for the CTO group and 99 (17%) for the non-CTO group], whereas 492 (42%) were
consultants [238 (41%) for the CTO and 254 (43%) for the non-CTO group] and 484 (41%) community
consultants [253 (44%) for the CTO and 231 (39%) for the non-CTO group].

Disengagement outcomes

As Table 31 shows, of the 329 patients for whom data were available up to the 36-month follow-up
point or up to the time of their death or the date of their leaving the UK permanently, only 19 (6%) were
no longer in regular contact with services and had not been for at least 90 days (i.e. had disengaged).
These patients had their final contact with services at least 3 months before the end of the study. A
significant association was found between time to disengagement and duration of compulsion (HR 0.946,
95% Cl 0.90 to 0.99; p =0.023) with longer duration of compulsion being associated with a longer

time before the patient disengaged, although this finding was based on a small number of disengaged
patients (see Table 37). Table 32 reports disengagement (along with readmission) outcomes in the
randomised groups. Out of the 19 patients that disengaged 12 were at the CTO group and seven in the
non CTO-group and no significant difference was detected between the CTO and non-CTO groups
(Wilcoxon rank-sum p-value =0.274.)

Just over half of the sample (n = 187, 57%) had no discontinuity in their care (defined as any period of

> 60 days without any contact). One-fifth of the sample (n =66, 20%) had only one such discontinuity
and the remaining 74 patients (23%) had several discontinuities, with nine patients (3%) having more
than four each. There were no significant differences between the CTO and non-CTO groups (IDR 1.12,
95% Cl1 0.78 to 1.59; p=0.537) (see Table 32). A significant association was found between the number
of periods of discontinuity in treatment and duration of compulsion (IDR 0.97, 95% Cl 0.96 to 0.99;

p < 0.001) (see Table 31), with those under longer compulsion experiencing fewer periods of discontinuity.

Readmission outcomes

Table 32 also reports the readmission outcomes, comparing the CTO and the non-CTO groups. The
number of patients with readmissions and the time to readmission are both presented for the full sample.
The duration of inpatient care and the number of admissions are presented for only those who were
readmitted. None of the effect sizes reached statistical significance.

The survival curve for time to readmission is shown in Figure 79. The time to readmission does not show a
significant difference over the 36-month follow-up period (HR 0.81; p=0.118). Unlike in the OCTET Trial,
time to readmission here was calculated from the time of first discharge rather than from randomisation.
This shifts the duration of this variable for the non-CTO group, who were discharged on average 8 days
later after randomisation than the CTO group (see Table 9) and explains why the curve looks somewhat
different from that presented in relation to the OCTET Trial (see Figure 7). There is a striking divergence
between the two curves at between 12 and 18 months. During the 12 months of the OCTET Trial, the
admissions are effectively identical, but between 12 and 18 months there is an unexplained but noticeable
increased rate of readmission in the non-CTO group. Between 18 and 36 months, the rates of admission
are almost parallel.
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OCTET FOLLOW-UP STUDY: RESULTS

TABLE 31 Associations of discontinuity and disengagement from service with duration of compulsion

Experienced discontinuity 327 140 43 -
(> 60 days)

Number of patients with periods of
discontinuity

No discontinuity of care 327 187 57
1 period of discontinuity - 66 20 -
2 periods of discontinuity - 27 8 -
3 periods of discontinuity - 19 6 -
4 periods of discontinuity - 19 6 -
> 5 periods of discontinuity - 9 3 -
Number of periods of discontinuity 327 0.9 {1.42} 0[0-1] IDR 0.973 (0.96 to 0.99)
Experienced disengagement 329° 19 6 -
[>90 days (no return)]
Time to disengagement, months* 329 - - HR 0.946 (0.90 to 0.99)

IQR, interquartile range.
a Association with duration of compulsion, months.
b Two more patients were included in this analysis because they had missing data on contacts in the community, but they
were receiving inpatient care during the last 90 days of their study.
¢ Median disengagement time with 95% Cl could not be estimated because of a small number of disengaged
patients (n =19).
This table is reproduced from Burns T, Yeeles K, Koshiaris C, Vazquez-Montes M, Molodynski A, Puntis S, et al. Effect of
increased compulsion on readmission to hospital or disengagement from community services for patients with psychosis:
follow-up of a cohort from the OCTET Trial. Lancet Psychiatry 2015;2:881-90,'®® with permission from Elsevier.

Compulsory treatment order compulsion outcomes

There was an association between the duration of overall compulsion and hospitalisation, which was not
surprising as most of the hospitalisations were compulsory. We therefore completed analyses for duration
of community compulsion (i.e. duration of being on a CTO) rather than compulsion overall. This analysis
was limited to patients who had experienced at least one period of being on a CTO. We tested the
association between our readmission outcomes (readmission rate, duration of psychiatric hospital
readmission and time in the community between randomisation and first readmission) with the total
duration of community compulsion (being on a CTO) in the 36-month follow-up period (as opposed to the
randomised groups from the original OCTET Trial). The association between duration of all periods of CTO
for the 198 patients with CTO experience and readmission rates was not significant. Duration of CTO was
significantly associated with the duration of readmissions (p =0.019) and the time to first readmission

(p =0.007); neither of these relationships were linear, however. For readmission rates, duration of
readmission and time to first readmission, patients spending 6-12 months on a CTO did better than
patients with either shorter or longer CTOs. We identified non-linear relationships between duration of
CTO and relative risks of readmission, mean days in the community until first readmission and mean
numbers of inpatient days.

Subgroup analyses
Table 33 presents the effects of predetermined subgroups on the outcomes of discontinuity and

disengagement. A significant interaction was found between disengagement and age, but it should be
interpreted with caution in view of the multiple comparisons.
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OCTET FOLLOW-UP STUDY: RESULTS

100

75

50

25

HR 0.81 (95% Cl 0.62 to 1.05); p=0.118

Proportion not readmitted to hospital (%)

T T
0 6 12 18 24 30 36
Months in community from first discharge
Number of risk

CTO 165 123 % 82 69 57 16
Non-CTO 165 17 91 68 54 45 13

—CTO
----- Non-CTO

FIGURE 19 Time to first readmission during 36-month follow-up. This figure is reproduced from Burns T, Yeeles K,
Koshiaris C, Vazquez-Montes M, Molodynski A, Puntis S, et al. Effect of increased compulsion on readmission to
hospital or disengagement from community services for patients with psychosis: follow-up of a cohort from the

OCTET Trial. Lancet Psychiatry 2005;2:881-90,"*® with permission from Elsevier.

TABLE 33 Subgroup analysis for the OCTET Follow-up Study disengagement outcomes

Age > 40 years 1.02 0.102 0.99 to 1.06 1.18 0.042
Female (vs. male) 1.01 0.583 0.98 to 1.04 1.09 0.126
Black (vs. other ethnicities) 1.01 0.708 0.97 to 1.04 1.03 0.562
Born in other countries (vs. UK) 1.01 0.764 0.97 to 1.04 1.03 0.636
Married (vs. single) 0.98 0.490 0.92 t0 1.04 0.91 0.446
Living with others (vs. alone) 0.97 0.106 0.93 to 1.01 0.93 0.332
General education > 12 years 1.01 0.766 0.97 to 1.04 1.04 0.425
Have tertiary education 1.00 0.989 0.97 to 1.03 0.94 0.372
BPRS > 33 1.02 0.202 0.99 to 1.05 0.90 0.291
GAF > 49 1.01 0.893 0.96 to 1.05 0.96 0.703
Duration of illness > 2 years 1.01 0.837 0.93to 1.11 0.98 0.908
Diagnosis schizophrenia (vs. other diagnoses) 0.98 0.382 0.95to 1.02 1.01 0.882
London (vs. other locations) 0.99 0.723 0.97 to 1.03 0.95 0.510

1.01 to0 1.38
0.97 to 1.24
0.931to0 1.14
0.92to 1.14
0.73 1o 1.15
0.80 to 1.08
094 t0 1.16
0.83 to 1.07
0.75 1o 1.09
0.77 t0 1.20
0.82t0 1.19
0.90to 1.13
0.80to 1.12

a Interaction HR.

This table is reproduced from Burns T, Yeeles K, Koshiaris C, Vazquez-Montes M, Molodynski A, Puntis S, et al. Effect of
increased compulsion on readmission to hospital or disengagement from community services for patients with psychosis:
follow-up of a cohort from the OCTET Trial. Lancet Psychiatry 2015;2:881-90,'*® with permission from Elsevier.
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Chapter 16 OCTET Follow-up Study: discussion
and conclusions

he OCTET Follow-up Study was designed to answer two questions. First, was there evidence that

increased use of compulsion resulted in disengagement of patients from services? Second, was there
any long-term impact of being in the original CTO arm of the study on hospitalisation and care outcomes?
Neither of these was found to be the case.

All of the hospitalisation outcome measures were favourable towards the CTO group but none of these
differences was statistically significant. Given that all three published RCTs used a follow-up period of
either 11 or 12 months and failed to demonstrate any difference, this would suggest that any further RCT
should aim at an extended follow-up period of 2 or 3 years. The practical difficulties of conducting such a
trial are considerable, but it seems the more logical test than a further RCT with a restricted follow-up.

What our study did show, however, is that CTO compulsion was extensive in both groups, with a median
of 308 days of community compulsion for the non-CTO group and 364 days for the CTO group over the
3 years. Once CTOs are imposed they tend to be protracted. The median of 183 days in the original
OCTET Trial was clearly a consequence of the trial cut-off at 12 months and we believe our current figures
are still an underestimate because of censoring at 36 months. Certainly when reliable long-term data are
available, it is clear that many patients, once established on CTOs, may continue on them for very long
periods, sometimes for several years.*

Recall was not common in our sample. Only 136 recalls were invoked in 198 patients. Of these, over
two-thirds resulted in the patient being detained for treatment in hospital. This sparing use may reflect the
opinions expressed by clinicians in the OCTET Qualitative Study (see Part 2, Chapter 8) that recalls were
difficult to arrange and of limited practicality or use. Only two patients were discharged directly from a
recall to voluntary status in the 36 months.

We were unable to distinguish confidently between managers’ hearings and MHA tribunals for CTOs and
those for inpatient detention. That the lawfulness and appropriateness of detention were tested 558 times
during the follow-up period does suggest that procedures were being followed and that effective scrutiny
was provided. Similarly, the continued rate of contact over the 36 months (a slightly increased median of
2.8 per month compared with 2.1 CTO and 2.2 non-CTO during the first 12 months) is evidence that this
patient group was receiving a substantial level of care. The rates of failed contacts emphasises just how
seriously the clinical teams took their responsibilities to this very vulnerable group. That the rate of contact
with the CTO group was so similar to the rate of contact with the non-CTO group would argue against the
view that CTOs may work by ensuring that patients feel obliged to keep appointments through a respect
for legal powers which in the USA is referred to as the ‘black robe effect’*® (i.e. respect for legal powers).

The OCTET Follow-up Study was conducted at a time of considerable reorganisation in mental health
services. Many AOTs were being disbanded, crisis teams being reconfigured, and inpatient and outpatient
consultant responsibilities being separated. Knock-on effects of these changes also included the redrawing
of catchment area boundaries for teams. This is manifest in the number of consultant psychiatrists who
were responsible for patients. The average patient changed consultant at least once a year. This was a
consequence of the introduction of so-called ‘functional services'. In these services, inpatient and
outpatient consultant responsibility is split, and this contrasts with the model of the traditional ‘integrated’
consultant who is responsible for patients both on the ward and in the community. This is a remarkable
and disturbing change in provision for a group who are selected for their enhanced need for persistent
supervision. Had our study been conducted a decade earlier, we would have anticipated that the majority
of our patients would have had the same consultant for the whole period. This is a disruption in continuity
of care that might undermine any potential benefits of CTOs or other community-based services and
deserves more attention than it is currently receiving.
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The figures for care co-ordinators were marginally more reassuring, with an average of just over two
during the 36 months. There can, of course, be clinical reasons for changing care co-ordinators, such as
from a CPN to a social worker, but these are probably rare. Most of the changes must reflect staff turnover
and team changes.?”'

Despite this turbulence, we found that only 19 patients (6%) were completely disengaged after 3 years.
This shows a surprisingly high level of continuity of care, which contrasts with the discontinuities of
professional staff. It testifies to the persistence of these teams and their active outreach. Further evidence
of this persistence is provided by the fact that only 74 patients (23%) had experienced more than one
discontinuity of contact over the 3 years. We also found no evidence that subgroups of patients generally
considered to be more distrustful of care (such as younger patients or ethnic minority patients) experienced
more disengagement or disruption of care with increasing compulsion.

There was no difference between the randomised groups in disengagement. The significant association
observed between time to disengagement and duration of compulsion in the whole sample could
therefore not be attributed to CTO use. In view of the low numbers who disengaged (n =19, 6%) this
needs to be interpreted cautiously.

This high level of clinical follow-up may explain why CTOs have not achieved the outcomes expected of
them. Much of the motivation for the introduction of CTOs was based on the assumption that these
patients were dropping out of care and consequently not being supported and encouraged to take their
medicines to prevent relapse. This does not appear to be the case. English mental health teams appear
to be remarkably focused and successful in providing relatively intensive and persisting contact with

this patient group. This may hold for most patients with psychosis: in a parallel study of contingency
management for patients treated with depot antipsychotics, the inclusion criteria had to be radically
loosened because of the difficulty of finding sufficient non-adherent patients.?*

We have presented our data on the association between duration of community compulsion and
hospitalisation in some detail. We cannot draw any conclusions about causality from this, however. Greater
community compulsion was significantly associated with the duration of psychiatric rehospitalisation and
time to first readmission in this non-randomised sample. The results in this sample should be interpreted
with caution, however, because of the fact that patients could be placed on a CTO during follow-up only

if they had been readmitted involuntary; there is therefore an inherent bias in the nature of these data.
Similarly, the time available for inpatient days was inevitably reduced for patients with longer recorded
community compulsion, thereby driving an association. Given that all three of the published RCTs find that
CTOs do not reduce hospitalisation or improve other, wider, outcomes, these data do not undermine the
conclusion that excessive compulsion is being used to no obvious benefit.

The OCTET Follow-up Study has demonstrated that the standard of outpatient care of patients with
severe psychoses is higher than perhaps anticipated. English mental health teams are successful in
persistent long-term clinical follow-up of this difficult group of patients, despite repeated service
reorganisations. There is no support from our findings for the concern, expressed by many patient groups
during consultations prior to the introduction of CTOs (see Part 2, Chapter 5), that they might lead to a
disengagement from services perceived to be more concerned with social control than treatment.

There was an unexplained divergence in readmission rates between the CTO and non-CTO groups in the
6 months directly following the end of the OCTET Trial (between 12 and 18 months after randomisation).
This may simply have been a random variation, as there was no significant overall difference in any of the
hospitalisation outcomes over the full 36 months. We speculated that it might reflect teams reducing their
input to patients in the non-CTO group once the requirements of the original trial had been removed.

To explore this, we compared the rates of contact between the CTO and non-CTO groups for the period
between the 12th and 18th months but could not find any support for this explanation. Overall, however,
there was a non-significant trend favouring the CTO group in all the readmission outcomes, in contrast
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with the original OCTET Trial. This would lend further support to our contention that any future RCT
should include an extended outcome period of at least 2 years, although we recognise the practical
difficulties of accomplishing this.

Limitations

The OCTET Follow-up Study was not an RCT, as the disengagement outcome was not based on the
treatment arm from the original trial and patients were not held in their original treatment arm.
The evidence it provides is thus not as robust as the findings of the OCTET Trial.

We did not repeat the patient-rated clinical outcome measures used in the OCTET Trial, and so were
unable to capture the range of clinical and social functioning and perceived coercion outcomes as the
OCTET Trial.

We deviated from our original analytic plan (see Chapter 13), in view of the findings of the OCTET Trial
and the strong association between duration of overall compulsion and hospitalisation.

That the subsample analysis used reduced samples and tested against CTO compulsion in quartiles may
have led to a lack of statistical power.
Conclusions

There was no evidence that increased coercion led to disengagement from services.

Recent service reorganisations have introduced lower levels of continuity of care that deserve
urgent attention.

® Levels of successful clinical follow-up in this patient group were excellent, with only 6% of the sample

no longer in regular contact with services at 36 months, with or without CTO; this may help explain
why CTOs have failed to demonstrate any effect on outcomes.

® There remains no convincing or significant evidence for improved hospitalisation outcomes from CTOs

at 36 months.
® The pattern of hospitalisation outcomes suggested (but did not prove) some possible advantage to
CTOs, which should be tested in an RCT with a follow-up period of at least 2 years.
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Part 4 The ULTIMA Study

Abstract

Background
There is a pressing need to understand the extent and nature of informal coercion.

Design

The study comprised a quantitative cross-sectional study of leverage in England, comparison with a
previous US study’ and an exploration of perceived coercion; a qualitative study of patient and professional
perceptions of informal coercion; and an ethical analysis.

Participants

Participants in the Quantitative Study comprised patients from AOTs, CMHTs (with and without psychosis
diagnoses) and substance misuse services. Subsamples of patients and a sample of mental health
professionals participated in the Qualitative Study.

Results

The Quantitative Study sample comprised 417 patients. One-third (35%) of the sample reported lifetime
experiences of leverage, lower than in the USA (51%), although patterns of experienced leverage were
similar. Rates of most leverages in the substance misuse sample (63% reporting any leverage) were higher
than those in the USA and our other subgroups. Reporting leverage made little difference to patients’
perceived coercion. The Qualitative Study sample comprised 39 patients and 48 professionals. Patients’
experiences of pressure were wide-ranging and pervasive, perceived to come from family, friends and
themselves, as well as professionals. Professionals were committed to patient-centred approaches, but felt
obliged to assert authority when patients deteriorated. On the basis of our Ethical Analysis, we propose a
five-step framework for determining the ethical status of offers by mental health professionals and give
detailed guidance for professionals about how to exercise leverage.

Conclusion
Informal coercion is widespread and takes a range of different forms.
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Chapter 17 Introduction to the ULTIMA Study

Overview

The Use of Leverage Tools to Improve Adherence in community Mental health care (ULTIMA) Study took
place from January 2008 to June 2010. It was designed to investigate informal coercion by studying rates
of leverage experience among patients who were using mental health and substance misuse services and
by exploring, in depth, their perceptions about the nature and operation of informal coercion and those of
professionals working with them.

In this study, the term informal coercion is used as an overarching term for all non-statutory coercion

(see Part 1, Chapter 7). Within this overarching term, the narrower term leverage is used to denote the
particular set of practices whereby an explicit and specific treatment lever is used to increase the patient’s
adherence to treatment, whereas treatment pressure is used as a wider term for the range of pressures
that may be exerted as part of informal coercion. Perceived coercion was also investigated and this term is
used to indicate patients’ perceptions of the coerciveness of their care in general (and, in some cases,

the coerciveness of specific treatment pressures).

The ULTIMA Study comprised:

® The ULTIMA Quantitative Study A cross-sectional study of levels and patterns of leverage in four
distinct clinical populations, with their sociodemographic and clinical correlates; a comparison of levels
of these leverages to rates reported in the USA;” and a quantitative exploration of patients’
perceived coercion.

® The ULTIMA Qualitative Study An in-depth investigation of patient and mental health professional
views and experiences of informal coercion in which we interviewed a subsample of patients in depth
and accessed professionals’ views via focus groups.

® The ULTIMA Ethical Analysis A detailed conceptual and empirical ethical analysis (using data from the
Qualitative Study), leading to ethical guidance for professionals in the use of leverage.

The epidemiological approach used in the ULTIMA Quantitative Study (see Chapter 78) drew on
international precedent, utilising similar methodology to the only previous study of leverage.” This enabled
us to provide a comparison between the first English data and data from the USA. It expanded on that
previous study by investigating the association of leverage use with important sociodemographic and
clinical data, including criminal and psychiatric history as well as insight, experiences of services and
perceived coercion. It also added more structured sampling than the US study’ by examining patterns of
leverage experience across four distinct patient populations (patients in AOTs, patients with psychosis
diagnoses in CMHTs, patients with non-psychosis diagnoses in CMHTs and substance misusers). It is the
first study to have done so.

The ULTIMA Qualitative Study of patients’ and mental health professionals’ attitudes towards informal
coercion (see Chapter 19) was the first in the area, enabling the identification of mechanisms of operation
and a significant expansion of the concepts of informal coercion and leverage. This also offered an
unprecedented opportunity to conduct a detailed ethical analysis of the qualitative data in the context of
the relevant ethical literature, reported in the Ethical Analysis (see Chapter 20).
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INTRODUCTION TO THE ULTIMA STUDY

Background

Informal coercion in community mental health services

The shift towards providing mental health services in community rather than hospital settings presents an
array of challenges. Mental health professionals working in community settings face a particular difficulty
when patients for whom they hold responsibility do not wish to receive their services. The overarching
therapeutic aim of these professionals is to prevent relapse and readmission to hospital by ensuring that
treatment is adhered to, often by addressing their patients’ wider needs. Increasingly, services focus on
assisting recovery, which refers to a patient’s ability to identify their needs, manage their symptoms and
live fulfilling lives with a mental illness.?*® To achieve these aims, professionals become involved in a wide
range of patients’ daily activities and interact with family members and those services with a remit for such
matters as housing and social security benefits 30204

This approach to service delivery means that professionals are often involved across different spheres of
patients’ personal lives, taking on roles which are both empowering and controlling, and which exert different
types and degrees of pressure.?2?% These roles and the numerous informal practices associated with them fall
outside legal and policy provision or guidance. They include the identified practices used by ACT teams,?%¢2%®
such as ‘aggressive’ outreach or ‘intensive’ follow-up to patients, but they are also likely to include a wider
range of techniques and pressures. This array of treatment pressures has been described as spanning:

a continuum of restrictiveness that includes verbal encouragement or admonition, contingent support
or contracting, involvement of others, informal coercion, or formal coercion.?*

The terminology used in the literature regarding these informal practices is unclear. The terms leverage and
informal coercion, for example, are often used interchangeably, whereas the term mandated community
treatment is also used to indicate a potential form of leverage.?'® This is problematic, because although

to ‘coerce’ or ‘'mandate’ implies a lack of choice, leverage may not always amount to coercion.3*2%
Researchers also use the terms ‘treatment pressure’?® and ‘therapeutic limit setting® to refer to informal
coercion. The lack of conceptual clarity has led some to suggest that additional conceptual work relating
to coercion and related practices is required.?%

In making sense of the types of pressure and the different terms used, Szmukler et a/.2%#?'1212 have
proposed a hierarchy that ranges from persuasion at the least coercive end of the spectrum, through
interpersonal leverage, inducement and threat, to the use of formal compulsion through mental health
legislation. They differentiate between these different kinds of pressure on the basis of morally salient
distinctions between them, which can be identified using conceptual and ethical analysis. Figure 20
(reproduced from a publication by the OCTET Coercion Group'’) which was developed from the work of
Szmukler and Appelbaum, %% represents this five-level hierarchy.

The literature to date has used the term leverage, as we do in this report, to refer to an informal practice
whereby professionals attempt to influence patients’ treatment adherence using a lever. The study by
Monahan et al.” measured four types of leverage, thus defined: leverage related to housing; leverage
related to finance; leverage related to the avoidance of criminal sanction; and leverage relating to
outpatient commitment.”'32"

Perceived coercion

Coercion can be perceived both as what is done to someone and what is experienced by someone:

‘it is thus both an objective set of actions and a subjectively experienced result of particular actions’.?'®
In addition to formal and informal coercion, the notion of perceived coercion is also often applied in the
literature. Perceived coercion represents that which is experienced by the patient to be coercive and that
affects their treatment decisions.
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Persuasion

¢ Clinician sets out benefits of a particular course of treatment
¢ Provides information, and answers concerns and questions
e Patient is free to either accept or reject the advice about the treatment

A

Leverage

e Clinician can use personal relationship with patient to influence
decision-making process

¢ Additional pressure can be placed on patient by expressing approval
of one course of action and disapproval of another

A 4

Inducement

e Clinician may suggest that patient will receive additional support or
services if they agree to participate in the suggested course of treatment

v
Threat

e Clinician may suggest that services and support will be withdrawn if
patient does not comply with treatment

e Clinician may also mention that use of the MHA will be considered if the
patient does not comply with treatment

A

Compulsion

¢ Clinician will compel the patient to take treatment against their will by
legally requiring them to adhere to treatment, either in the community or
hospital, by using the provisions of the MHA

g J

Hierarchy of treatment pressures. Reproduced from Molodynski A, Rugkasa J, Burns T. Coercion and
compulsion in community mental health care. Br Med Bull 2010;95:105-19,"” with permission from Oxford Journals.

Perceived coercion, particularly in relation to the range of influencing behaviours comprising informal
coercion and leverage, has received little attention until recently, although a small but growing literature has
started to investigate this. Patients may perceive the ways in which professionals seek to influence their
behaviour as both helpful or caring and also pressurising or coercive.?® Indeed, many so-called voluntary
patients have been found to perceive their involvement with mental health care as coerced.?" Investigation of
this area has been hampered by the fact that the majority of empirical studies measuring patient experiences
uses concepts of pressure constructed from a professional perspective rather than a patient perspective.

The US study’ of public mental health service patients found that half of the sample reported experiencing
one or more of the four leverages described above. Despite the fact that it was thought anecdotally to be
widely used, there were no English data on the extent, distribution or impact of leverage prior to the
ULTIMA Study.

There are marked differences between the US and European social welfare systems in terms of whether
basic needs are seen as rights or privileges. This might give rise to substantial differences in the rate of
experiences of leverage in England and the USA. The US mental health-care system has a relatively
fragmented community provision, limited availability of adequate benefits?'* and some availability of
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‘mental health courts’.??® Bonnie and Monahan®* also draw attention to the relevance of the legal
jurisdiction within which techniques such as leverage are applied, examining differences across states in
the USA. The difference in rates of the use of leverage they report, coupled with variations between social
welfare and legal cultures within the USA and between the USA and Europe, raises questions as to the
international comparability of leverage practices described in the literature. Leverage may, specifically, be
less common in a European setting, in which the provision of, for example, accommodation and welfare
payments, is a basic universal entitlement and should not be made conditional on treatment adherence.

Mental health professionals and informal coercion

Although only limited attention has been given to patient perspectives on informal coercion, still less has
been given to community mental health professionals’ perspectives on how they exert influence over
patients.?® In addition to ascertaining which influencing behaviours are used, and to what extent, there
is a significant gap in the literature regarding how these behaviours or strategies are conceptualised by
those applying them.2® A few studies, largely from the USA, identify and measure the use of different
influencing behaviours. These are summarised in Box 4.

BOX 4 Influencing behaviours to promote adherence to treatment plans among reluctant patients in community
mental health services, as described in the literature

e Forging trusting, supportive relationships.?2°7:221222

e C(Creating partnerships through listening to patients’ views, including their resistance, and communicating
that one sees patients’ viewpoint,?#72%

e Showing ‘human’ and not exclusively ‘professional’ responses, developing ‘therapeutic friendliness’,?'223.226-228

e Developing skills to overcome hostility and conflict.?®

e Reminding or persuading, including appealing to obligations to reciprocate.

e Educating patients through motivational interviewing and psychosocial interventions, CBT or behavioural
interventions,2>31233

e Giving verbal reminders about potential consequences of non-adherence, drug use or self-neglect,
or confronting patients with these consequences.'" 12207223

e Negotiating deals, including presenting choices (e.g. about use of medication).

e Using reinforcement strategies, such as praise or taking patients out for coffee.??*

e Using incentives, such as food, shelter or money.2?7-22235.23

e Structuring adherence through routines, for example by bundling medication delivery with disbursement
of money.??%°

e Intensive monitoring of medication or observed consumption.

® Involving family, friends or family doctors in the monitoring of medication.

e Holding back support or refraining from activities (such as caring for pets or homes).

e Making unwanted contacts or increasing attention from care co-ordinator.'2

e Making access to housing, children or social security benefits contingent on treatment adherence.

e Making access to money conditional.2"724

e Initiating actions to bring about consequences, such as invoking the threat of or threaten with
(re-)hospitalisation or the involvement of legal authorities.?*’?%

e Holding back, delaying or playing down information (e.g. about side effects of medication) or telling
something that is untrue.?23%%°

e Making treatment a condition for parole or in lieu of incarceration.?'®

e Enforcing legal mandates 6364225243

225,228-231

223,230,234

11,207,237
207,223

225

7,110,214,238-241

This box has been reproduced from Rugkasa J, Canvin K, Sinclair J, Sulman A, Burns T. Trust, deals and
authority: community mental health professionals’ experiences of influencing reluctant patients. Community
Ment Health J 2014;50:866-95,** with permission from Springer Publishing Company.
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The issue of mental health professionals’ relationships with patients has been a central feature of current
discourse on mental health services in the UK'47221:245247 gnd elsewhere.?*?*® In this discourse, the ideal
relationship is presented as supporting recovery and moving beyond a more narrow focus on treatment to
foster ‘patient-centred care’.’#®2% The (albeit limited) literature on health professionals’ descriptions

of their relationships vis-a-vis patients suggests that professionals also view these relationships as central
mechanisms for the delivery of care, and that they perceive their approaches to be patient centred.??
Indeed, in the literature, mental health professionals (particularly nurses) describe building trusting
relationships as a core aspect of their practice,??>?*#??¢ and argue that coercive measures often result from
a failure to achieve this.?*?¥’

The development of trusting relationships, however, can be impeded by difficulties in balancing
trust-building with insistence on change, %23 and with moving in and out of the authoritative part of
the professional role.?” In fact, the context within which these relationships occur, for which one party
ultimately holds authority to compel the other, makes them unlike many other social relationships and,
arguably, ones in which reciprocal exchange cannot be balanced** because the relationships are played
out in what has been described as a ‘coercion context’.>*® Whether or not such a coercion context may
impact on the operation of leverage and informal coercion has received little attention, particularly as it
may be seen from patients’ and professionals’ perspectives.

Informal coercion and ethical practice

Empirical studies show that threats and offers are used to increase treatment adherence (see Box 4),
particularly among patients with severe mental illness who have experienced repeated hospitalisations and
intensive outpatient service use and who display severe, disabling and longer-lasting psychopathology.”2%6207217
Distinguishing between threats and offers, however, may be complex in practice.

Contemporary accounts of the distinction between threats and offers centre around Wertheimer's claims
that, first, a threat or offer will be credible if the patient perceives the practitioner as having the power to
act on the proposal; and, second, a threat should be understood in terms of a proposal which, if not
accepted, leads to a person ‘being made worse off’ compared with a relevant pre-proposal baseline.?’
By contrast, not accepting an offer would leave the person no worse off compared with that baseline.
According to such an account, threats reduce the range of options available compared with the
pre-proposal baseline, whereas offers expand that range.

The picture becomes more complex, however, when one tries to define this pre-proposal baseline. Two broad
approaches have been taken. One understands the baseline in empirical terms; the other understands it in
normative terms. The empirical approach — at least in its ‘statistical’ form?*'#2 — asks what, as a matter of fact,
the baseline was. A normative approach asks what it should have been.*'?** The dominant approach in the
literature has been to substantiate the normative account of the pre-proposal baseline within an ethical theory
based upon individuals’ rights.>"#* A threat, according to this account, is one in which X proposes to violate
Y’s rights and the wrong of such a threat involves making adherence contingent upon a course of action that
violates the person'’s rights. Bonnie and Monahan®* endorse this position in the context of community mental
health care. They argue that examining how the law interprets the scope of an individual’s rights sets the
pre-proposal baseline and determines whether, for example, making a proposal that involves withholding
disability benefits or restricting access to housing if it is not accepted, is, or is not, a threat. (The validity of this
claim is discussed elsewhere.?**)

Given that patients’ subjective well-being may be reduced in circumstances in which they feel coerced or
threatened,?'%%272%62% it is crucial to understand the impact of such threats and offers on them, as well as
the pressures facing mental health professionals as they attempt to engage with patients in ways that are
both effective and ethical.
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Chapter 18 ULTIMA Quantitative Study

Introduction

The ULTIMA Quantitative Study was designed to examine levels and patterns of informal coercion in
England, with a primary focus on leverage. It was designed to replicate the methodology of the US study of
leverage by Monahan et al.” Of the four types of leverage reported in the US study,’” the ULTIMA Study
focused on three (excluding community compulsion, as CTOs had not yet been introduced in England at the
inception of this study) and added a fourth type of leverage relating to patients’ access to their children.

We collected data on these four predefined types of leverage in this study, and also sought to explore a range of
ways in which patients might experience either their care in general, treatment pressures or the specific forms of
leverage they reported as more or less coercive or more or less fair (perceived coercion). We also explored how
this related to their preferences for being involved in decisions about their treatment and having information
about it shared with them. When patients reported their experience of leverage (of the four types) in this study,
this reflected their subjective perception, and this study did not seek to validate this against other evidence of
what had taken place. Nevertheless, for the sake of clarity, we distinguish between reported leverage and
perceived coercion, using the latter as a broad term for the variety of ways in which we explicitly asked the
patient to judge how coercive they experienced their care to be or how fair or effective they perceived any
treatment pressure to be (Table 34). (As Table 34 shows, we also used perceived coercion more explicitly to refer
to a specific three-part measure of patients’ perceived coercion.) (An in-depth investigation of both leverage and
wider treatment pressures is provided in the ULTIMA Qualitative Study — see Chapter 19.)

This chapter draws substantially on a paper published by members of the OCTET Coercion Programme
Group: Burns et al.,'"® with permission from the Royal College of Psychiatrists.

Methods

The study’s overarching objective was 'to investigate levels of informal coercion (‘leverage’) in differing
English clinical populations and to investigate their sociodemographic and clinical correlates’. Its more
specific objectives were to:

® assess the prevalence and pattern of leverage among four patient groups in England:

O AQT patients (majority with psychoses diagnoses)

O  CMHT patients with diagnosis of psychosis

O CMHT patients with non-psychosis diagnoses; patients with a substance misuse diagnosis (currently
treated with substitution medication: methadone or buprenorphine (Subutex, Reckitt Benckiser,
Seoul, South Korea)

® compare the prevalence and patterns of leverage found in England to those reported in the USA.

Design

This cross-sectional study was designed to determine the extent and pattern of leverage reported. We
therefore compared the four patient groups to each other and also to the sample from the US study,” with
respect to their sociodemographic and clinical characteristics and their leverage experience. We then
explored associations between patient characteristics and the leverage rates in analyses modelled on those
conducted in the US study.” We also investigated patients’ experiences of services along with their
perceived coercion.
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Measures of informal coercion and patients’ perceived coercion

Leverage

Four types of leverage
Financial

Housing

Child access

Criminal justice
Perceived coercion
Perceived coercion Perceived coercion
Influence and control in treatment decisions
Negative pressures
Experience of threats and force
Procedural justice
Having a say in one's care
Fairness and effectiveness of pressure Index of fairness
How fair any treatment pressure was
Index of effectiveness
How effective any treatment pressure was
Categorisation of leverage Types of pressure

Perceived type of pressure ranging from persuasion to compulsion
for each reported leverage

We sampled patients from four differing clinical populations in three settings (AOT, CMHT and substance
misuse services) from the then Oxfordshire and Buckinghamshire NHS Mental Health Foundation Trust
(from March 2011, Oxford Health NHS Foundation Trust), which serves a mixed urban and rural population
of one million. This sampling was designed to cover the range of patients likely to be subject to leverage,
allowing the results to be generalisable nationally and to be comparable to the replicated US study.’

We aimed to recruit 100 patients from each group. The substance misuse group either attended dispersed
local clinics run by the mental health services or attended their general practice.

Inclusion criteria for all four groups were having been in the team'’s care continuously for at least 6 months
and having had at least one contact with services during that period. There were no exclusion criteria apart
from severe dementia (i.e. precluding the ability to give informed consent) and having insufficient English
for the interview, as the instruments were validated for use only in English language.

Recruitment procedures varied between the different teams. We approached all patients on the caseloads
of the four AOTs in the trust. We recruited CMHT patients from the caseloads of eight teams out of the
23 teams in the trust (drawn from both counties served by the trust and from both urban and rural
settings) in randomly selected blocks of 25 with either psychosis or non-psychosis diagnoses. Selection of
the CMHT groups used independent random number lists for patients with psychosis and non-psychosis
diagnoses, restricted to patients who had received care by the team for over 6 months. We over-sampled
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in all four groups, as we could not always reliably identify the duration of contact (required to confirm
eligibility) from the case notes. Comprehensive caseload lists were not available in the substance misuse
services and many of their patients were ‘shared care’ patients, with local GPs prescribing and following up.
We obtained a consecutive convenience sample from the four methadone clinics in the Oxfordshire County
and the Oxford City shared-care methadone services. Box 5 shows the different teams from which

we recruited.

BOX 5 The ULTIMA recruiting mental health care teams

Eight community mental health teams
Abingdon.

Didcot.

North East Buckinghamshire (Aylesbury).
Oxford City.

Oxford City East.

Oxford City Central South.

Oxford City Central West.

Oxford City Central North.

Four assertive outreach teams
Oxford City.

North Buckinghamshire (Aylesbury).

South Buckinghamshire (Aylesbury).
Oxfordshire County.

Four methadone clinics

Oxford.

Didcot.

Abingdon.

Witney.

Three general practice surgeries

Oxford Shared Care.
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We conducted the interviews between January 2008 and April 2009.

The ethical approval for the study required that the clinician approach each potential participant before
any researcher did; only those agreeing were then contacted by the researcher. This independent
researcher fully explained the study, and obtained written, informed consent to conduct an interview and
examine the case notes. The interview lasted an average of 50 minutes and we offered patients £10 in
compensation for their time.

A senior researcher and a psychiatrist provided training in the clinical rating scales for the research
assistants who conducted the patient interviews. During the training period for each trainee researcher,
two research assistants (one experienced and the trainee) jointly rated 10 interviewed patients. After each
interview, they discussed and compared their ratings for training purposes.

We tested inter-rater reliability twice among the three research assistants who used the researcher-rated
scales (BPRS and GAF; see Instruments). Inter-rater reliability at the two time points for the GAF was
confirmed as fair [intraclass correlation coefficient (ICC) = 0.489)] and moderate (ICC = 0.689), and for the
BPRS was moderate (ICC =0.789) and substantial (ICC =0.923) (see below). We conducted refresher
sessions with the research assistants and the senior researcher every 6 months to guard against rater drift.

We used the following well-established, validated questionnaires and rating instruments in the interviews.
The research assistants read out the questions for all of the instruments, as this was more motivating for
the patients, and recorded them in the clinical research forms. All scales are patient rated and relate to the
6 months prior to interview unless otherwise stated. We confirmed all data on clinical history in the case
notes. (All cross-references to the OCTET Trial Instruments are to Part 2, Chapter 6, Methods.)

Demographics and psychiatric history

The ULTIMA Socio-demographic Schedule: this was the same as the OCTET Socio-demographic
Schedule (see Chapter 6, Instruments) and collected data on three areas:

‘self and home’
‘clinical history’
‘legal history’.

Clinical and social characteristics

Symptom severity: The BPRS, a researcher-rated instrument, was used to assess symptom severity over
the two weeks prior to interview (see Chapter 6, Instruments). Only 18 items were utilised here in order
to replicate the US study.’

Insight: The ITAQ is an 11-item questionnaire assessing patient awareness of illness and need for
treatment, with two subscales: the Awareness of lliness Scale and the Attitude to Treatment Scale

(see Chapter 6, Instruments).

Substance misuse: The CAGE is a screening questionnaire for alcohol and drug misuse

(see Chapter 6, Instruments).

Social functioning: The GAF, a researcher-rated, single-item scale, was used to assess impairment in
functioning over the previous 2 weeks (see Chapter 6, Instruments).

Medication
Type of medication: We collected data on prescribed psychotropic medication from medical records.

Attitudes and adherence to medication: The DAI-10 assesses experiences of and attitudes towards
medication (see OCTET Trial: instruments).

NIHR Journals Library



DOI: 10.3310/pgfar04210 PROGRAMME GRANTS FOR APPLIED RESEARCH 2016 VOL. 4 NO. 21

Experiences of services

® Therapeutic relationships: The STAR-P assesses community patients’ relationships with their care
co-ordinators (see Chapter 6, Instruments). The STAR-Clinician Version (STAR-C) was also administered
with patients’ care co-ordinators (see below).

e Satisfaction with services: The CSQ-8 assesses satisfaction with health services on eight items
(see Chapter 6, Instruments).

e Preference for joint decision-making and information-seeking: The APl measures preferred autonomy in
two subscales: the Decision Making Preference Scale and the Information Seeking Preference Scale
(see Chapter 6, Instruments).

Experience of leverage and perceived coercion

® [everage: The MacArthur Leverage Interview ascertains experience of leverage. Leverage was defined
as making support to obtain housing, money and child custody conditional on treatment adherence or
reducing or dropping criminal charges if patients adhered. We report only lifetime experience here.
Any positive response within a specific leverage area counts as ‘reported’. (See Chapter 6, Instruments
and Box 2.)

® Perceived coercion: The AES has three subscales. The Perceived Coercion Scale assesses perception of
influence and control in treatment decisions (range 5-25, with a high score indicating a high level of
perceived coercion); the Negative Pressures Scale (rated differently from in the OCTET Trial) assesses
experienced threats and force (range 6-30, with a high score indicating lower negative pressure); and
the Procedural Justice Scale assesses experience of having a say in one's care (range 3—15, with a high
score indicating feeling less involved in one’s care). In the ULTIMA study, each subscale was scored by
calculating a mean value across all the items. No total score for the AES was utilised.

® Fairness and effectiveness of pressure: The Index of Fairness assesses patient agreement with
statements on the fairness of any experienced treatment pressure, and the Index of Effectiveness
assesses their views of how effective this pressure has been in making them stay in treatment and gain
control (see Chapter 6, Instruments).

® Types of pressure: For each type of leverage reported, we asked the patient to identify the type of
pressure they considered this to be according to Szmukler and Appelbaum’s'® five levels: persuasion,
interpersonal leverage, inducement, threats or compulsion.

Service usage

® The CSRI measures the number and duration of contacts the patient has had with a range of
professionals during the 6 months prior to interview and the location of these meetings (24 items).
Findings from this scale are not reported as a whole but its use provided data on details of care
received, such as ‘number of outpatient visits'.

We also administered the STAR-C with each patient’s care coordinator about their relationship with the
patient. The STAR-C has the same structure as the STAR-P, but its three subscales are Positive Collaboration
(range 0-24), Emotional Difficulties (range 0-12, reverse scored) and Positive Clinician Input (range 0-12).

(The full Schedule of Procedures and the instruments listed here are available from the authors on request.)
Sample size and statistical analysis

Sample size
We designed this study primarily to describe leverage across the four patient groups by presenting
descriptive statistics on the types of leverage in the whole sample and by group.
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We therefore determined the sample size in order to provide sufficient power to detect clinically relevant
differences between the four English groups and also between the English and US samples. We considered a
20% difference in any form of leverage to be clinically relevant. The US study’ reported on 1011 community
mental health-care patients in five sites. The proportion of their cohort experiencing leverage ranged from
44% to 59% across the five sites (i.e. an average of approximately 50%). To detect a difference of 20% (from
this baseline of 50%) at the 5% level of significance, and with 80% power, we calculated that a sample size
of 100 patients in each of the study groups would be required, making a total sample size of 400 patients.
This sample size calculation assumed equal groups (with no weights or stratification used).

Comparisons

We compared the four groups to each other with respect to patients’ sociodemographic characteristics,
time-invariant clinical characteristics and legal history and current clinical characteristics and also with
respect to the rates of reported leverage. Because the substance misuse group was significantly different
from the combined groups of those with mental illness (see Results), we compared the three mental illness
groups combined to the substance misuse group and also to each other without including the substance
misuse group.

We carried out comparisons of rates of reported leverage across three or more groups using Kruskal-Wallis
non-parametric tests. We used a variety of tests when only two groups were compared. These were
Mann-Whitney U-tests for non-normally distributed continuous variables, chi-squared tests for binary
variables and analysis of variance (ANOVA) for categorical variables. To compare our outcomes with the US
sample,” we calculated overall percentages and pooled means and SDs for the latter. We used a Student's
t-test when comparing means and a two-proportion Z-test when comparing percentages. We ran analyses
in SPSS 15.0 for Windows (SPSS Inc., Chicago, IL, USA).

For comparisons of patients’ characteristics and rates of reported leverage, we applied Bonferroni’s
correction to any statistically significant results to verify that their statistical significance was maintained.
(We present unadjusted p-values in all tables; all statistically significant findings maintained their
significance unless otherwise stated.)

Factors associated with leverage
We explored possible associations between sample characteristics and types of leverage using univariate
and multivariate multilevel logistic regressions.

As the sample comprised patients from four different groups, we treated it as a stratified sample with two
levels or strata, the four groups (AOT, CMHT-psychosis, CMHT-non-psychosis, substance misuse) occupying
the upper level and the patients forming the lower level. We expected that patients in the same group
would be more similar to each other, thus breaking the independence assumption needed for standard
statistical methods. We used multilevel models to analyse variables measured at different levels
simultaneously, using a statistical model that included the various dependencies.?® Variables that were
univariately associated with the leverage at the level of statistical significance of p =0.05 were included in
the multivariate analyses.

For each type of leverage, we conducted the analysis using information only on liable patients unless
otherwise stated. The analyses for ‘any type of leverage’ and ‘more than one type of leverage’ used data
from patients who had children aged < 18 years, had someone managing their money or were arrested or
under parole. For continuous variables, those scoring above the median were compared with those scoring
below it. The Stata 9.0 command xtlogit on Windows was used for this analysis.

For each set of analyses, we treated reporting the four types of leverage, reporting any leverage and
reporting more than one type of leverage as the outcome variables in turn. First, we examined associations
between sample characteristics and leverages using all of the sociodemographic variables, psychiatric and
legal history variables, and clinical and social characteristics variables as possible explanatory variables.
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Second, we conducted a range of exploratory analyses. In order to replicate precisely the analyses conducted
in the US study, we repeated our multivariate analyses using the variables utilised by Monahan et al.” in their
multivariate analyses, regardless of whether or not these variables had reached the threshold for inclusion
when we analysed them univariately (described below as ‘replication analyses’). For completeness, we
included child access leverage in these analyses, although that was not collected in the US study.’

Next, we repeated these multivariate analyses using all the variables used in the US study’ along with any
other variables that our univariate analyses suggested were eligible for inclusion (described below as
‘combined analyses’). These analyses included the experience of service variables, which were not collected
by Monahan et al.’

Finally, because of the significant differences between the substance misuse group and the three mental
illness groups, we also repeated our univariate and multivariate analyses for the mental illness group alone.

Perceived coercion
This analysis used six measures in total:

three specific measures of perceived coercion: Perceived Coercion Scale, Negative Pressures Scale,
Procedural Justice Scale (i.e. the three AES subscales)

the patients’ rating of each type of leverage that they reported as one of five types of pressure
(persuasion, interpersonal leverage, inducement, threats or compulsion);

patients’ ratings of the fairness and effectiveness of the pressure they had experienced: the Index of
Fairness and Index of Effectiveness.

For some analyses, the patients’ identification of the type of leverage that they had reported was
dichotomised into ‘less coercive’ pressures (persuasion, interpersonal leverage and inducement) and ‘more
coercive’ pressures (threat and compulsion). We restricted these analyses, and the descriptive statistics for
these measures, to the subsamples of patients liable to experience leverage (e.g. patients with children
aged < 18 years being liable to experience child access leverage). We report mean and standard error (SE)
for the AES subscales and Fairness and Effectiveness Indices, calculated over observed values only.

We report the proportions for the types of pressure categorisation for each reported leverage, including
missing values, whereas the histograms of these variables are based only on valid values.

We first examined associations between patient characteristics and the perceived coercion measures and the
Fairness and Effectiveness Indices. To do so, we selected an initial set of possible predictor variables. We fitted
univariate mixed-effects models with random intercept of the scales/indexes on each sample characteristic,
adjusting for reported leverage (the US study’ variables) and grouping by sample (AOT, CMHT-psychosis,
CMHT-non-psychosis, substance misuse). For those models with a likelihood-ratio test p-value of > 0.05, we
fitted an ordinary linear regression model instead. We reduced the set of explicative variables to those significant
in their corresponding model and further reduced it by keeping only uncorrelated explicative variables. We fitted
a multivariate model for each scale or index on this set of explanatory variables using the likelihood ratio test
once again to choose between a mixed-effects model with random intercept and an ordinary linear regression
model. Forward stepwise analysis returned the final set of explanatory variables that were strongly associated
with each scale. To investigate the association between sample characteristics and the dichotomous types of
pressure categorisation, we used logistic regression restricted to those reporting leverage. The selection of
explanatory variables followed a similar process as for the AES subscales and the Indices described above.

We then examined associations between the perceived coercion (AES) measures, Fairness and Effectiveness
Indices and patients’ reporting of leverage. We plotted mean (SE) scores for each AES subscale and the
Fairness and Effectiveness Indices by type of leverage for those patients who reported leverage and those who
did not. Given that patients could report one or more types of leverage, we evaluated relationships between
the AES subscales and the Indices and the types of leverage using independent mixed-effects models with
random intercept, grouping by patient. In order to explore differences between the AES scales and the indices
in the group of patients who reported leverage and in the group of those who did not, we added a variable
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indicating leverage experience to the above models. Similarly, we plotted mean (SE) scores for each subscale
and index against the types of pressure categorisation for each type of leverage (for those patients who were
liable to both experience the leverage and also report experiencing it). We further investigated the association
between the scales or indices and the types of pressure categorisation by fitting an independent linear
regression model for each AES subscale or Index on the types of pressure categorisation (again restricted to
the subsample of patients liable to experience the respective leverage).

For each type of leverage, we drew histograms of the proportion of patients rating the leverage as each
type of pressure (persuasion, interpersonal leverage, inducement, threat and compulsion). We then utilised
the dichotomised types of pressure variable and tested the difference between the proportions rating the
leverage as ‘more coercive’ and ‘less coercive’ using the Stata command bitest.

We assumed a two-tailed significance level of 5% throughout the analysis. We performed the analysis mainly
using Stata version 12. (The statistical package R 2.13.2 was used to create Figures 21 and 22).

The research team recorded data by hand into the clinical research forms and two different researchers
double-entered the data into SPSS. Once recruitment had been completed, we obtained additional
required data from medical records. Recruitment from medical records proved time-consuming, as it often
required reading consultant psychiatrists’ letters and other medical documents.

Three research assistants devoted 6 weeks' full-time work to data checking, coding of collected data on
medication and criminal records, and obtaining and entering data from medical records. We checked all
data manually for accuracy. We then used special software to compare databases and check all of the data
to ensure accuracy. We compared the double-entered data against each other, and discussed and
corrected discrepancies. The statistician responsible for the analysis conducted additional data quality
evaluations. These included range checks and logical and consistency checks that might not be picked up
by checks at the individual patient level by the research staff who collected and entered the data. We froze
the final cleaned data before the analysis commenced.

We recruited 417 patients: 102 in the AOT group, 101 in the CMHT-psychosis group, 113 in the
CMHT-non-psychosis group and 101 in the substance misuse group. Of 912 patients on the teams’ caseloads,
308 were uncontactable, had been discharged or were ineligible when further investigated. Of the

604 approached, 187 refused to participate.

Sample characteristics: the English sample compared with the US sample

Tables 35 and 36 detail the sociodemographic characteristics and psychiatric and legal history of the
ULTIMA total sample and the four groups, compared with the US sample, using the same presentation
format and variables as in the Monahan et al.” study, where available, for ease of comparison. Table 37
shows their clinical characteristics, also compared with the US sample. All references to ‘the US study’ in
these tables, and those subsequent, relate to the Monahan et al.” study. Table 38 shows their experiences
of services and perceived coercion.

As Table 35 shows, the overall sample was predominantly male (n =252, 60%), white (n =372, 89%) and
born in the UK (n =371, 89%). Minority ethnic groups mostly consisted of black African, black Caribbean
and South Asian patients. Employment rates were low (n =70, 17%). Most patients were single (n = 250,
60%). Most (n =345, 83%) lived in independent accommodation, although there were eight in the
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TABLE 38 Experiences of services and perceived coercion in the ULTIMA sample

API Decision Making 488 {16.70} 45.7 {1468} 52.9{14.68} 44.4{15.17} 48.1{15.61} <0.001
API Information Seeking 73.1{11.49} 77.4{13.13} 79.9{11.20} 79.4{8.18} 77.5 {11.40} <0.001
STAR-P
Total score 33.9 {7.55} 36.1 {8.54} 37.6 {9.31} 38.4 {6.13} 36.6 {8.16} <0.00
Positive Collaboration 17.7 {4.29} 18.5 {5.46} 19.2 {5.21} 19.8 {3.79} 18.8 {4.80} 0.001
Positive Clinician Input 7.5{2.61} 7.9{2.70} 8.9 {2.65} 9.1 {2.16} 8.4{2.61} <0.001
Non-Supportive Clinician 9.0 {2.48} 9.7 {2.40} 9.7 {2.40} 9.6 {1.91} 9.5 {2.32} 0.087
Input
STAR-C
Total score 40.5 {5.58} 38.9 {5.52} 37.5{6.51} 37.6 {6.45} 38.5 {6.16} 0.009
Positive Collaboration 19.4 {3.33} 18.7 {3.27} 17.9 {4.11} 17.6 {4.21} 18.3 {3.84} 0.034
Emotional Difficulties 10.2 {1.55} 9.9 {1.48} 9.6 {1.74} 10.1 {1.46} 9.9 {1.58} 0.059
Positive Clinician Input 10.8 {1.35} 10.4 {1.59} 10.0 {1.50} 9.9{1.61} 10.2 {1.56} <0.001
CsSQ-8 23.8 {5.58} 25.4 {4.56} 24.6 {5.12} 27.3{3.72} 25.2 {4.95} <0.001
DAI-10 3.0 {5.03} 5.0 {3.90} 4.2 {4.37} 5.6 {2.92} 4.4 {4.22} 0.004
AES Perceived Coercion 2.6 {0.68} 2.4 {0.63} 2.4 {0.68} 2.2 {0.57} 2.4 {0.65} <0.001
AES Negative Pressures 4.0 {0.54} 4.2 {0.54} 4.4 {0.52} 4.3 {0.40} 4.2 {0.52} <0.001
AES Procedural Justice 2.4{0.73} 2.3{0.63} 2.3{0.78} 2.2 {0.60} 2.3{0.70} -

—, non-significant p-value; CMHT-NP, Community Mental Health Team-non-psychosis; CMHT-P, Community Mental Health

Team-psychosis; SM, substance misuse.

a Comparison across the four ULTIMA groups. Kruskal-Wallis test for continuous non-normally distributed variables;
chi-squared test for categorical variables.

substance misuse group who were homeless. Of those in independent accommodation, just under half
(n =154, 45%) lived alone. The sample was comparable to the US sample’ in age (3 years younger, on
average). Patients were more likely to be male than in the US sample (50% of the US sample being male).

As Table 36 shows, this was a sample of very long-term patients, with a mean of 15 years’ service contact
and a young age of first mental health contact (mean 25.3 years), as well as repeated hospitalisations
(mean 3.1). They were less likely than the US sample to have bipolar disorder or major depression [n =29
(7%) and n =88 (21%) of our sample, compared with n =166 (16%) and n =299 (30%) of the US
sample]. They were less likely to have experienced more than two hospitalisations [n =174 (42%)
compared with n =624 (62%)] and had a longer duration of psychiatric history (15 vs. 21 years). They had
made fewer outpatient visits in the month prior to interview than their US counterparts (2.7 vs. 4.4 visits).
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As Table 37 shows, severity of symptoms (BPRS, mean 33.0) and functioning (GAF, mean 56.9) indicated a
relatively disabled group. Our sample was very similar to the US sample in symptom severity (the less than
one-point difference being statistically significant but not clinically meaningful), but our sample had rather
higher overall functioning (US sample mean 47.8). Our sample was more likely to screen positively for drug
or alcohol misuse than the US sample [n =131 (31%) vs. n =214 (21%)], which was of course driven by
our substance misuse group. They were slightly less insightful (ITAQ, mean 16.9 vs. 18.4) although the
magnitude of this difference was very small.

As Table 38 shows, patients rated their therapeutic relationships fairly positively (STAR-P, mean 36.6,

with similar subscale scores). Care co-ordinators also rated these therapeutic relationships fairly positively
(STAR-C, mean 38.5 with similar subscale scores). Patients reported fairly high satisfaction with services
(CSQ-8, mean 25.2). Their attitudes to medication and adherence were fairly positive (DAI, mean 4).

They were fairly neutral about being involved in decision-making (Decision Making Preference, mean 48.1),
but had stronger preferences for being given information about their care (Information Giving Preference,
mean 77.5). They regarded their care as fairly coercive (Perceived Coercion, mean 2.4) and reported that
they were only moderately involved in their care (Procedural Justice, mean 2.3), although they reported
having experienced only a small number of negative pressures (Negative Pressures, mean: 4.2). (The US
study’ did not report these variables.)

Our sample was clearly one of long-term patients who had experienced repeated hospitalisations. The
majority of them were unemployed. Despite the differences mentioned, they were broadly comparable to
the US sample. Data on experiences of services and perceived coercion, which we collected but the US
study’ did not, indicated that our sample was fairly satisfied with several aspects of their care, but they also
perceived it to be fairly coercive.

Sample characteristics: differences between the four groups

As Table 35 shows, general education was shorter in the substance misuse group (10.8 years) compared
with the three mental illness groups. Non-white patients constituted 18.3% of the two psychosis groups
compared with 5% and 3% of the CMHT-non-psychosis and substance misuse groups, respectively.
Employment was markedly lower in the AOT group [n =5 (5%) vs. n =23 (20%) in the CMHT-non-psychosis
and substance misuse groups]. The AOT group members were also much less likely to be married [n = 6 (6%)
married vs. n =31 (31%) in the substance misuse group, n = 34, 30% in the CMHT-non-psychosis group].

In fact, the majority (n = 144, 58%) of all of the single patients came from the two psychosis groups.

The number of patients with children aged < 18 years was far greater in the substance misuse group
(n=49, 49%) than in the AOT group (n =20, 20%) and CMHT-psychosis group (n = 24, 24%). Of those
with children aged < 18 years, proportionately fewer of the AOT group were living with them [n =3 (15%)
vs. n =24 (65%) in the CMHT-non-psychosis group]. Of those patients who were living independently,
proportionately more of the AOT group were living alone [n =53 (67%) vs. n =41 (48%) in the
CMHT-psychosis group, n =27 (33%) in the substance misuse group and n =33 (33%) in the CMHT-non-
psychosis group].

Diagnosis varied significantly between the four groups, as would be expected. All of the psychiatric history
variables also varied significantly between the groups. The age at which patients first had contact with
psychiatric services was significantly lower in the AOT and substance misuse groups (mean 23 years vs.

29 years in the CMHT-non-psychosis group). Similarly, the AOT group had been in contact with services
for longer (mean 17 years vs. 11.5 for the substance misuse group). The AOT group had had more past
hospitalisations (mean 6.5), which was uncommon in the substance misuse group (mean 0.2), and the vast
majority of the AOT group had experienced any psychiatric hospitalisations in their lifetime [n =79 (78%)
vs. N =29 (26%) of the CMHT-non-psychosis group and n =4 (4%) of the substance misuse group].

The proportion who had experienced more than two hospitalisations followed the same pattern. In terms
of legal history, far more of the substance misuse group had received criminal convictions [n =83 (82%)
vs. n =25 (22%) and n =24 (24%) in the CMHT-non-psychosis and -psychosis groups, respectively].
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The proportion of patients with past imprisonment followed the same trend [n = 48 (48%) of the
substance misuse group vs. n =38 (7%) and n=12 (12%) in the CMHT-non-psychosis and -psychosis
groups, respectively] (see Table 36).

Severity of symptoms showed little variation between the groups in magnitude, although these
differences were statistically significant. There was no difference in functioning. Far more of the substance
misuse group screened as positive for drugs or alcohol, as would be expected. Insight varied significantly,
with the CMHT groups being more insightful, although the differences were of small magnitude

(see Table 37).

Patients’ ratings of their therapeutic relationships with care co-ordinators varied significantly between the
four groups (see Table 38). The substance misuse group was the most positive about these relationships
(STAR-P, mean: 38.4), whereas the AOT group was most negative (mean 33.9). The same pattern was
observed for Positive Collaboration and Positive Clinician Input (STAR-P subscales) but the magnitude of
the differences was very small and the Positive Collaboration finding was non-significant once multiple
testing had been corrected for. Care co-ordinators’ ratings also differed significantly, but reflected the
opposite pattern, being higher for the AOT group (STAR-C, mean 40.5) than for the substance misuse
group (mean 37.6), although only Positive Clinician Input remained significant once multiple testing had
been corrected for. Patients’ satisfaction was highest in the substance misuse group (CSQ-8, mean 27.3)
and lowest in the AOT group (mean 23.8). Patients’ attitudes and adherence to medication were higher in
the substance misuse group than in the CMHT groups and lowest in the AOT groups, but this was not
significant once multiple testing had been adjusted for.

Patients in the CMHT-non-psychosis group were the most likely to prefer to be involved in decisions about
their care (Decision Making Preference, mean 52.9), with those in the substance misuse group least likely
to prefer this (mean 44.4). They were also most likely to prefer to have information about their care shared
with them (Information Seeking Preference, mean 79.9), with the AOT group the least likely to prefer this
(mean 73.1). Perceived coercion was highest in the AOT group (Perceived Coercion, mean 2.6) and lowest
in the substance misuse group (mean 2.2). Patients in the AOT group reported experiencing slightly more
threats (low Negative Pressures, mean 4.0 vs. 4.4 and 4.3 for the CMHT-non-psychosis and substance
misuse groups, respectively). There was no statistically significant difference in reporting having a say in
their care.

Patients in the AOT group were thus more severely and chronically ill, and more socially isolated,
whereas the substance misuse group had more criminal convictions and past imprisonments. Patients in
the AOT group reported having more negative therapeutic relationships and were less satisfied with their
care. They were more likely to perceive coercion in their care, although they also cared less about being
involved in decision-making and about having information shared with them.

Sample characteristics: differences between the mental illness and substance

misuse groups

The substance misuse group contributed most to the variation in sample characteristics and so it was
compared individually to the three mental illness groups (AOT and two CMHT groups) combined.

As Table 39 shows, patients in the substance misuse group were significantly younger than those in the
whole mental illness group (mean 34.7 vs. 42.0 years), and included more men [n=77 (76%) vs. n= 175
(55%)] and fewer patients from ethnic minorities [n =3 (3%) vs. n =42 (13%)], although the latter finding
was not significant when multiple testing was corrected for. General education was slightly lower

(mean 10.8 years vs. 11.8 years) and employment higher [n =23 (20%) vs. n =45 (14%)], although the
employment finding was not significant when multiple testing was corrected for. The substance misuse
group had more children aged < 18 years [n =49 (49%) vs. n =81 (26%)] and fewer of them were living
alone in independent accommodation [n =27 (33%) vs. n= 127 (48%)].
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TABLE 39 Sociodemographic data compared within mental illness group and compared with SM group®

Age (years) 42.0 {10.65} 0.034 34.7 {8.56} <0.001
Male 175 (55) <0.001 77 (76) < 0.001
General education (years) 11.8 {1.60} 0.062 10.8 {1.21} <0.001
Ethnicity 0.001 0.006
White 274 (87) - 98 (97) -
Others 42 (13) - 3(3) -
Employed 45 (14) 0.003 23 (20) 0.023
Marital status <0.001 0.225
Single 195 (62) - 55 (55) -
Married/cohabiting 63 (20) - 31(31) -
Separated/divorced 53(17) - 12 (12) -
Widowed and other 4(1) - 3(3) -
Have children aged < 18 years 81 (26) 0.096 49 (49) <0.001
Children live N=281 0.001 N=49 0.211
With patient 40 (49) - 17 (35) -
With separated partner 27 (33) - 20 (41) -
With others 13 (16) - 12 (25) -
If independent, lives N=264 <0.001 N=81 0.025
Alone 127 (48) - 27 (33) -

—, not applicable; SM, substance misuse.

a Percentages do not always add up because of missing data.

b Comparison between three groups within the mental illness combined group. Kruskal-Wallis tests.

¢ Comparison between mental illness combined group and SM group. Mann-Whitney U-tests for continuous, chi-squared
tests for binary variables and ANOVA for categorical variables.

As Table 40 shows, significant differences were found between the mental illness group and the substance
misuse group for diagnosis (as would be expected) and for the psychiatric history variables. The substance
misuse group had had fewer psychiatric hospitalisations (mean 0.2 vs. 4.0) and involuntary hospitalisations
[Nn=4 (4%) vs. n= 164 (52%)]. Age at first contact with psychiatric services was significantly lower for the
substance misuse group (mean 23.3 vs. 25.9; p < 0.05), but this was not significant once multiple testing
had been corrected for. The number of outpatient visits in the past month was also not significant once
multiple testing had been corrected for. The substance misuse group had had more criminal convictions

[n =83 (82%) vs. n =83 (26%)] and previous imprisonments [n =48 (48%) vs. n =45 (14%)].

Not surprisingly, far more of the substance misuse group screened positively for drug or alcohol misuse
[n=76(75%) vs. n =55 (17%) for the mental illness group]. Patients in the mental illness group had more
severe symptoms than the substance misuse group (BPRS, mean 34.4 vs. 29.1), as would be expected. The
differences in insight and functioning (with the mental illness group scoring slightly higher for insight and
lower for functioning) were statistically significant but not clinically meaningful and these differences
ceased to be statistically significant once multiple testing had been adjusted for.

This analysis thus confirmed the broad findings reported in the previous section that the substance misuse
group had much less psychiatric history but more criminal history.

180

NIHR Journals Library www. journalslibrary.nihr.ac.uk



DOI: 10.3310/pgfar04210 PROGRAMME GRANTS FOR APPLIED RESEARCH 2016 VOL. 4 NO. 21

TABLE 40 Psychiatric history, legal history and clinical characteristics compared within mental illness group and
compared with the SM group?®

Diagnosis < 0.001 <0.001

Schizophrenia 168 (53) 0 (0)

Bipolar disorder 29 (9) 0 (0)

Major depression 88 (28) 0 (0)

Substance abuse 1(0) 101 (100)

Other diagnosis 30 (9) 0(0)
Age at first contact with psychiatric services 25.9 {9.97} <0.001 23.3{7.91} 0.034
Number of hospitalisations 4.0 {4.43} <0.001 0.2 {0.68} <0.001
More than two hospitalisations 172 (54) <0.001 2(2) <0.001
Any involuntary hospitalisation 164 (52) <0.001 4 (4) <0.001
Duration of illness (years) 16.1 {10.74} 0.044 11.5 {8.63} <0.001
Number of outpatient contacts in last month 2.8{5.21} <0.001 2.2 {1.34} 0.004
Any criminal conviction 83 (26) 0.077 83 (82) <0.001
Any imprisonment 45 (14) 0.001 48 (48) <0.001
CAGE: positive for drug or alcohol 55(17) 0.656 76 (75) <0.001
BPRS 34.4 {8.61} 0.043 29.1 {7.04} <0.001
GAF 56.1 {13.69} 0.450 59.6 {11.13} 0.025
ITAQ Total score 17.0 {4.40} 0.008 16.5 {2.98} 0.002

SM, substance misuse.

a Percentages do not always add up because of missing data.

b Comparison between three groups within the mental illness combined group. Kruskal Wallis test.

¢ Comparison between mental illness combined group and SM group. Mann-Whitney U tests for continuous, chi-squared
tests for binary and ANOVA for categorical variables.

Sample characteristics: differences between the three mental illness groups

The three mental iliness groups were also compared independently of the substance misuse sample. As
Table 39 shows, the homogeneity within this group and its contrast with the substance misuse group were
confirmed by the fact that several sociodemographic characteristics which were significantly different
between the four groups — years of general education, proportion of those with children aged < 18 years —
were no longer statistically significant when the three mental illness groups were being compared with each
other, and differences in age, ethnicity, employment and where their children lived ceased to be significant
when multiple testing was corrected for. Differences in gender, marital status and living alone were still
statistically significant when only the three mental illness groups were compared, with the AOT group being
slightly younger on average, and far more of them being single and fewer of them living independently.

As Table 40 shows, diagnosis differed significantly between the three mental illness groups, as would be
expected. All of the psychiatric and legal history variables continued to differ significantly between the
three groups, apart from duration of psychiatric history and the proportion with criminal convictions.

The AQT group had been younger, on average, at first contact with psychiatric services, had undergone
more hospitalisations, and were more likely to have experienced involuntary hospitalisation; they were also
more likely to have been imprisoned. The three groups differed significantly on insight, with the AOT
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group being slightly less insightful, but symptom scores, functioning and screening positive for drug or
alcohol problems no longer reached statistical significance.

As Table 41 shows, differences between the three mental illness groups remained statistically significant
for attitudes and adherence to medication, decision-making and information-seeking preferences, and
therapeutic relationship. The AOT group had more negative attitudes to medication and adherence,

and were less likely to prefer to have information shared with them; they were more likely to prefer to be
involved in decision-making than the CMHT-psychosis group but less likely than the CMHT-non-psychosis
group. Differences in how clinicians rated the therapeutic relationships remained statistically significant for
only the Positive Collaboration subscale once multiple testing had been corrected for, with the AOT group
reporting the lowest degree of positive collaboration.

This analysis thus confirmed that many of the differences between the four groups were driven by the
difference between the mental illness groups and the substance misuse group. Despite this, there were
statistically significant differences between the three mental illness groups in several aspects of psychiatric
and legal history, experiences of service and preferences, with the AOT group tending to be the more
severe and chronic group, and the group with less-positive therapeutic relationships.

Leverage: the English sample and a comparison with the US sample

Table 42 displays the rates of lifetime experience of the four types of reported leverage for the total
ULTIMA sample, the four groups and the US study’ sample. Overall, 145 patients (35%) reported any
type of leverage, of whom 51 (12% of the sample) reported more than one type and seven reported
more than two types. Leverage related to housing was by far the most common type (n =98, 24%).
Overall, n =62 (15%) reported leverage through the criminal justice system. Only 10 patients (2%)
reported financial leverage, but 34 patients (8%) reported leverage relating to child access, which
represented 26% of the 130 patients with children aged < 18 years of age.

Experience of services compared across mental illness groups alone

DAI-10 3.03 {5.03} 5.0 {3.90} 4.7 {4.37} 0.031
API Decision Making 48.8 {16.70} 45.7 {14.68} 52.9 {14.68} 0.002
API Information Seeking 73.1{11.49} 77.4{13.13} 79.9 {11.20} <0.001
STAR-P
Total score 33.9 {7.55} 36.1 {8.54} 37.6{9.31} <0.001
Positive Collaboration 17.6 {4.29} 18.5 {5.46} 19.2 {5.21} 0.002
Positive Clinician Input 7.5 {2.61} 7.9 {2.70} 8.9 {2.65} <0.001
Non-supportive Clinician 9.0 {2.48} 9.7 {2.40} 9.7 {2.40} 0.046
STAR-C
Total score 40.5 {5.58} 38.9 {5.52} 37.5{6.51} 0.009
Positive Collaboration 19.4 {3.33} 18.7 {3.27} 17.9{4.11} 0.083
Emotional Difficulties 10.2 {1.55} 9.9 {1.48} 9.6 {1.74} 0.046
Positive Clinician Input 10.8 {1.35} 10.4 {1.59} 10.0 {1.50} <0.001
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The level of leverage reported by our sample was lower than that reported by the US sample (51%).

This was also the case for each of the three types of leverage included in both studies (housing, financial
and criminal justice leverage), with the difference in leverage relating to finance being particularly striking
(12% reporting this in the US sample vs. 2% in our sample).

Leverage: differences between the four groups

As Table 42 shows, the highest rates of leverage were reported by the substance misuse group. The
majority of this group (n =64, 63%) reported having experienced leverage in their lifetime (vs. 33% and
30% for the psychosis groups and 15% for the CMHT-non-psychosis group). They were also much more
likely to report multiple types of leverage, with one-third of them (n =33, 33%) doing so (vs. 7% in the
AQOT group and 5% in each CMHT group). The substance misuse and AOT groups accounted for almost
all of the criminal justice system leverage. The substance misuse group both had more children aged

< 18 years (n =49, 49%) (see Table 38) and reported higher rates of this type of leverage [n =16 (33%)
vs. n =6 (16%) for the CMHT-non-psychosis group].

The substance misuse group was, thus, much more likely to have experienced leverage, including multiple
types of leverage.

Leverage: the mental illness groups compared with the substance misuse group

There were statistically significant differences between the mental illness groups combined and the
substance misuse group in their reporting of leverage. Far more of the substance misuse group
proportionately reported experiencing any type of leverage [n =64 (63.4%) vs. n =88 (27.8%); p < 0.001]
and more than one type [n =33 (32.7%) vs. n=21 (6.6%); p < 0.001], as well as leverage in relation to
housing [n =44 (44%) vs. n =54 (17%); p < 0.001]. This analysis thus confirmed the previous analysis
comparing all four groups.

Primary analysis

Tables 43 and 44 show the univariate associations between sample characteristics and reporting each of
the four individual types of leverage. In the univariate analyses, leverage in relation to housing was more
likely to be reported by patients who were single, had children living with a separated partner, had an
indication of current drug or alcohol misuse and were younger at first contact with psychiatric services.
Criminal justice leverage was more commonly associated with having an ethnic minority background, not
living alone and having little outpatient contact. In the multivariate analysis shown in Table 45, no variables
retained their significance apart from ethnicity. Being white was associated with lower criminal justice
leverage (with white patients being only 0.1 times as likely to report this).

Table 46 shows the univariate associations between both reporting any type of leverage and reporting
more than one type and sociodemographic, clinical and social characteristics, whereas Table 47 shows the
multivariate models. Reporting any form of leverage was associated in the univariate analysis with not
living independently, major depression and substance misuse diagnoses, age of first contact with
psychiatric services, having more than two hospitalisations, having ever experienced involuntary
hospitalisation, duration of psychiatric history, having ever had a criminal conviction, having ever been
imprisoned and insight. Multivariate analysis showed that reporting any form of leverage was associated
with having a diagnosis of substance misuse (patients with substance misuse being 5.7 times as likely to
report this), more than two hospitalisations (2.8 times as likely) and better insight (twice as likely).

Reporting more than one type of leverage was associated in the univariate analysis with having children
aged < 18 years of age, not living independently, substance misuse, having had a criminal conviction,
having been imprisoned and screening as positive for drug or alcohol misuse. Multivariate analysis showed
that reporting more than one type of leverage was associated with not living independently (patients who
were living independently were half as likely to report this), substance misuse (three times as likely) and
having a history of imprisonment (2.5 times as likely).
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TABLE 46 Univariate associations of sample characteristics with any type of leverage and more than one type
of leverage

Leverage

Any type More than one type
Characteristics OR p-value 95% Cl OR 95% ClI
Age (years) 07 ° 0.5t01.2 09 ° 0.5t0 1.7
Male vs. female 14 ° 09t023 12 ¢ 0.6t02.3
General education (years) 1.0 @ 0.6t0 1.6 1.0 ¢ 0.5t02.0
White (vs. other ethnicities) 06 ° 0.3t01.3 07 ° 0.21t02.5
Born in UK (vs. other countries) 1.8 ° 091039 1.1 @ 0.410 3.3
Employed (vs. unemployed/sheltered) 06 ° 0.3to 1.1 09 ° 041t01.9
Single (vs. married/cohabiting) 1.3 ¢ 0.9to 2.1 1.2 ¢ 0.6t02.3
Have children aged < 18 years 14 ¢ 09to2.2 1.9 <0.050 1.0t03.5

Children live with patient vs.

A separated partner 1.7 ¢ 0.7 t0 3.9 1.9 ¢ 0.7t05.2

Others 23 ° 0.8t0 6.4 12 ¢ 0.3t04.2
Contact frequency with children

Infrequent/none (vs. regular, > monthly) 05 ° 02t01.3 06 ° 0.2t02.0
Independent accommodation (vs. supported/homeless) 0.4 < 0.010 0.2t00.7 04 <0.010 02t0038
If independent

Living alone (vs. living with others) 09 ° 0.5t0 1.5 09 ° 041019

Diagnosis (schizophrenia vs.)

Bipolar disorder 05 ° 021t01.2 1.0 @ 0.2t0 4.5

Major depression 04 <0.010 02t00.7 1.0 ¢ 0.3t0 2.6

Substance misuse 3.0 <0.001 1.81t0 5.1 6.2 <0.001 30to12.8

Other diagnosis 05 ° 02to 1.4 04 ° 0.11t0 3.6
Age at first contact with psychiatric services 05 <0.010 03t00.8 05 ° 0.3t0 1.0
More than two hospitalisations 33  <0.001 1.810 6.0 26 ° 0.91t06.9
Any involuntary hospitalisation 1.8 <0.050 1.1t03.0 15 ¢ 0.6 to 3.5
Duration of illness (years) 1.9 <0.010 12t029 19 ° 0.981t0 3.5
Number of outpatient contacts in last month 1.0 ¢ 0.7t0 1.7 1.0 ¢ 0.5t0 2.1
Any criminal conviction 25 <0.001 1.6to 4.1 32 <0010 15t06.8
Any imprisonment 27 <0.001 1.6t04.6 34 <0.001 1.7t06.7
ITAQ total score 20 <0.010 1.2to3.1 09 ° 0.5t0 1.8
CAGE: positive for drugs or alcohol 16 ¢ 096t027 26 <0050 12to54
a p>0.1.

This table includes data published in a table in Burns T, Yeeles K, Molodynski A, Nightingale H, Vazquez-Montes M,
Sheehan K, et al. Pressures to adhere to treatment ('leverage’) in English mental health care. Br J Psychiatry
2011;199:145-50.""°
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Multivariate associations of sample characteristics with any type of leverage and more than one leverage

Have children aged < 18 years - - - 1.5 ¢ 0.7t02.8
Independent accommodation (vs. supported/homeless) 0.5  ° 0.3t0 1.0 0.5 <0050 0.2t00.9

Diagnosis (schizophrenia vs.)

Bipolar disorder 08 ° 0.3t0 2.5 14 ° 0.3t06.8
Major depression 06 ° 0.3t0 1.3 1.2 @ 0.41t0 3.5
Substance misuse 5.7 < 0.001 2.21t0 151 3.0 < 0.050 1.3t07.2
Other diagnosis 07 ° 0.2t02.3 05 ¢ 0.1t04.3
Age at first contact with psychiatric services 06 ° 04t01.0 - - -
More than two previous hospitalisations 28 <0010 14to56 - - -
Any previous hospitalisation 1.1 2 0.6t02.3 - - -
Duration of illness (years) 1.3 2 0.8t02.2 - - -
Any criminal conviction 1.4 ¢ 0.7t02.6 1.4 @ 0.6t0 3.4
Any imprisonment 1.8 ¢ 0910 3.7 24 < 0.050 1.1t05.2
ITAQ total score 20 <0.050 1.1t034 - - -
CAGE: positive for drugs or alcohol - - - 1.6 ° 0.8t0 3.4

Patients were thus more likely to experience any type of leverage if they were from the substance misuse
group, had been hospitalised more than twice and had better insight, whereas experiencing more than
one type was associated with not living independently, substance misuse and a history of imprisonment.
Criminal justice leverage was more likely to be reported by patients who were not white.

Exploratory analyses

Table 48 shows the ‘replication analysis’, that is, the multivariate analyses conducted as exact replications
of the US study’ against the four leverages. As Table 48 shows, in these multivariate analyses, a higher
likelihood of reporting housing leverage was associated with having a substance misuse diagnosis (those
with substance misuse diagnosis being 4.4 times as likely to report this type of leverage as those without).
Criminal justice leverage was associated with ethnicity (with white patients being only 0.2 times as likely to
report this type of leverage). Child access leverage was associated with being older and having had more
than two previous psychiatric hospitalisations (with younger patients being 0.4 times as likely to report this
type and those with more than two hospitalisations being seven times as likely to report it).

Reporting any type of leverage was associated with having a substance misuse diagnosis (OR 8.3, 95% Cl
3.5t0 19.7; p <0.0001), more than two previous hospitalisations (OR 3.2, 95% Cl 1.7 to 6.1; p <0.0001),
a longer duration of psychiatric history (OR 1.9, 95% CI 1.1 to 3.4; p < 0.050) and better insight (OR 1.9,
95% Cl 1.1 to 3.2; p < 0.050). Reporting more than one type of leverage was only associated with
substance misuse diagnosis (OR 12.5, 95% Cl 3.4 to 45.8; p < 0.0001).
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We next conducted our ‘combined’ analyses, repeating our analyses to include all the variables found
significant in the US study analyses,” as well as all the possible explanatory variables that had reached the
threshold significance level in our univariate analyses. For these analyses, we included any clinical variables
(including experience of services and perceived coercion) that were eligible based on univariate analysis.
As Table 49 shows, univariate analysis suggested that, among these variables, none was associated

with housing leverage or child access leverage; finance leverage was associated only with therapeutic
relationship rated by the care co-ordinator; and criminal justice leverage was associated only with Positive
Clinician Input as rated by the care co-ordinator.

As Table 50 shows, multivariate analysis indicated that housing leverage was associated with not living
independently (with those living independently being 0.4 times as likely to report this type of leverage)
and substance misuse diagnosis (4.5 times as likely to report this leverage compared with those with
schizophrenia). No variable was associated with finance leverage. Criminal justice leverage was associated
with ethnicity (with white patients being 0.02 times as likely to report this type of leverage) and, for those
living independently, whether or not they lived alone (0.02 times as likely). Child access leverage was
associated with having had more than two hospitalisations (6.9 times as likely).

Univariate associations between the clinical characteristics variables and reporting any leverage or more
than one type of leverage are shown in Table 57. Reporting any leverage was associated with better
insight (ITAQ total score and Awareness of lliness subscale). Reporting more than one leverage was
associated with screening positive for drugs or alcohol.

Reporting any leverage was associated with substance misuse diagnosis (compared with having
schizophrenia: OR 6.0, 95% Cl 2.2 to 16.5; p < 0.001) and having had more than two hospitalisations
(OR 3.1, 95% CI 1.5 to 6.3; p < 0.01). Reporting more than one type of leverage was also associated with
substance misuse diagnosis (compared with those with schizophrenia: OR 9.0, 95% Cl 2.2 to 36.4;

p < 0.01) and a history of imprisonment (OR 3.0, 95% Cl 1.2 to 7.2; p < 0.05).

In the ‘replication’ analyses, patients were thus more likely to report any type of leverage if they had a
substance misuse diagnosis, had more psychiatric history and better insight, whereas they were more likely
to report more than one type if they had a substance misuse diagnosis. Reporting housing leverage was
also associated with substance misuse, whereas criminal justice leverage was associated with ethnicity, and
child access leverage with being older and having had more hospitalisations. In the ‘combined’ analyses,
patients were more likely to report any type of leverage if they had a substance misuse diagnosis and had
experienced more hospitalisations, whereas they were more likely to report multiple types if they had a
substance misuse diagnosis and had been imprisoned.

Mental illness groups alone

We repeated our analyses for the three mental illness groups alone, as they were so different from the
substance misuse groups in some of their key psychiatric history characteristics and their experiences of
leverage. As Table 52 shows, univariate analysis suggested that a number of characteristics were associated
with housing leverage: number of years in education, not living independently, lower age at first contact
with psychiatric services, number of past psychiatric hospitalisations, involuntary hospitalisations and better
functioning. No sociodemographic, clinical or social characteristic was univariately associated with financial
leverage. Criminal justice leverage was, again, associated with ethnicity. Child access leverage was
univariately associated with contact frequency with children (with those who had infrequent or no contact
less likely to report this kind of leverage than those who had regular contact, among those not living with
their children), as was the number of past psychiatric hospitalisations.

As Table 53 shows, in the multivariate analyses, housing leverage was associated with general education
(those with more years of education being 2.4 times as likely to report this leverage), not being in
independent accommodation (those who were being 0.3 times as likely to report this type) and poorer
functioning (0.4 times as likely). Criminal justice leverage was associated with ethnicity (with white patients
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Univariate associations of experiences of services with any leverage and more than one leverage

DAI-10 total score
API Decision Making
API Information Seeking
ITAQ
Total score
Awareness of lliness
Attitude to Treatment
STAR-P
Total score
Positive Collaboration
Positive Clinician Input
Non-Supportive Clinician
STAR-C
Total score
Positive collaboration
Emotional Difficulties
Positive Clinician Input
BPRS
GAF

CAGE: positive for drug or alcohol

being 0.1 times as likely to report it) and child access leverage was associated with lower contact
frequency (those having infrequent contact being 0.2 times as likely to report it).

1.1
1.0
1.2

2.0
1.9
1.5

0.7
0.7
0.8
0.8

1.0
1.1
1.2
0.9
1.6
0.6
1.6

<0.010
<0.010

0.7t0 1.8
06t015
0.8t0 1.9

1.2 to 3.1
1.2 to 3.1
0.981t0 2.4

0.4t01.1
0.5t0 1.1
0.5t0 1.2
0.5t0 1.2

0.7t0 1.7
0.7t0 1.7
0.8t0 1.9
0.6to 1.5
0.99t0 2.6
0.4t 1.0
0.96 to 2.7

0.7
1.3
1.7

0.9
1.0
1.0

1.4
1.7
1.3
0.7

1.2
1.2
1.5
0.7
1.6
0.9
2.6

<0.050

0.3to 1.3
0.71t02.4
0.9 to 3.1

0510 1.8
0.5to0 2.1
05t 1.9

0.8t0 2.6
0.9 to 3.1
0.7t0 24
03to1.3

0.6t02.3
0.6to02.3
0.8t02.9
04to14
0.81t0 3.3
05t0 1.6
1.2t054

Table 54 reports the univariate associations between any type of leverage and more than one type of
leverage and sociodemographic, clinical and social characteristics, for the mental iliness groups alone,
along with their multivariate models. Univariate analysis suggested that reporting any type of leverage
was associated with having children aged < 18 years, accommodation, having schizophrenia compared
with major depression, age at first contact with psychiatric services, number of previous psychiatric
hospitalisations, having ever experienced involuntary psychiatric hospitalisation, duration of psychiatric
history, having had a criminal conviction, having been imprisoned and insight. In the multivariate analysis,
reporting any type of leverage was associated with having children aged < 18 years (3.1 times as likely),
not living independently (those who did being 0.4 times as likely), having schizophrenia rather than major
depression (those with major depression being 0.4 times as likely as those with schizophrenia), having had
more psychiatric admissions (three times as likely) and better insight (three times as likely).

Reporting more than one type of leverage, for the mental illness groups alone, was univariately associated
with having children aged < 18 years, not living independently, the number of previous psychiatric
hospitalisations, duration of psychiatric history and having been imprisoned. In the multivariate analysis,
reporting more than one type of leverage was associated only with having children aged < 18 years (with

those who did being 3.6 times as likely to report this).
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Associations between sample characteristics and perceived coercion

Sample sociodemographic characteristics univariately associated with the three AES subscales (Perceived
Coercion, Negative Pressures and Procedural Justice) and the Fairness and Effectiveness Indices are shown
in Table 55, whereas clinical characteristics and experiences of service variables univariately associated with
these scales and indices are shown in Table 56.

As Tables 57 and 58 show, in the multivariate analysis, the following associations were identified between
sample characteristics and these scales and indices.

Patients reported higher perceived coercion (higher Perceived Coercion scores) when they had poorer
therapeutic relationships; were less satisfied with services; had more negative attitudes to, and compliance
with, medication; and less of a preference for being involved with decision-making about their care. They
also reported higher perceived coercion when they had experienced any involuntary hospitalisations and
received an ‘other’ diagnosis (compared with psychosis). Patients reported having less of a say in their care
(higher Procedural Justice scores) when they had poorer therapeutic relationships (rated both by them and
by their care co-ordinator) and were less satisfied. They reported having experienced more negative
pressures (lower Negative Pressures scores) when they had poorer therapeutic relationships and lower
satisfaction and when they had had fewer years of education, lived in supported accommodation or were
homeless, were in the AOT group (compared with the CMHT-non-psychosis group), were of non-white
ethnicity and preferred not to have information shared with them (see Table 57).

Patients rated the treatment pressures that they had experienced as more fair when they reported better
therapeutic relationships, higher satisfaction and better insight; had experienced fewer past hospitalisations
and fewer outpatient visits; preferred not to be included in decision-making; and preferred to have
information shared with them. They rated these treatment pressures as having been more effective when
they had higher satisfaction, had experienced fewer past hospitalisations and were from the CMHT-psychosis
group (compared with the AOT group) and preferred not to be involved in decision-making (see Table 58).

Table 59 shows the independent associations between sample characteristics and rating the reported
leverage as ‘more coercive’, presented for each type of leverage. Among patients reporting housing
leverage, they were more likely to rate the leverage as more coercive (as constituting a threat or
compulsion) if they were older, were less satisfied and preferred to be involved in decision-making.
Among those reporting criminal justice leverage, they were more likely to rate the leverage as more
coercive if they had had a higher number of outpatient visits.

Overall, patients who perceived their care to be more coercive (according to any or all of the three subscales)
were thus less satisfied with services, with their therapeutic relationships and with taking medication.

They were more likely to have had involuntary hospitalisations, to live in supported accommodation or be
homeless and to be non-white, and to prefer not to be involved in decision-making or have information
about their treatment shared with them. Conversely, those who thought that the treatment pressure they
had experienced was fairer tended to be those who had better therapeutic relationships and satisfaction
and also those who had had fewer past hospitalisations and fewer outpatient visits, as well as those who
had better insight. When asked to identify the leverages that they had reported as more or less coercive,

it was also those who were less satisfied who were likely to rate the leverages as more coercive, and they
were also more likely to do so if they had experienced more outpatient visits and preferred to be involved in
decision-making.

Associations between perceived coercion and reporting leverage

Table 60 presents the sample distribution of the three AES subscales, the Fairness and Effective Indices,
and the types of pressure categorisation for patients who did, and patients who did not, experience the
four types of leverages. Table 61 presents the same variables for patients who did, and patients who did
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TABLE 58 Multivariate associations of sociodemographic and clinical characteristics and experience of services with
fairness and effectiveness indexes®

Characteristics

Male (vs. female)
White (vs. other ethnicities)
General education (years)

Living alone (vs. living with
others)

Number of past hospitalisations

Have involuntary hospitalisations
(vs. no previous involuntary
hospitalisations)

Number of outpatient contacts

Have imprisonment (vs. no
previous imprisonment)

STAR-P total score

STAR-C total score

CSQ-8

ITAQ total score

DAI-10

Diagnosis (psychosis vs.)
Affective
Substance abuse
Other diagnosis

Study group (AOT vs.)
CMHT-NP
CMHT-P

API Decision Making

API Information Seeking

Fairness index (N = 237)

Regression
coefficient

-0.02

-0.02

0.01

0.05
0.03

0.00
0.00

p-value

<0.01

<0.001

<0.05

<0.001
<0.01

<0.01
<0.05

95% Cl

—-0.04 to -0.00

—0.03 to -0.00

0.00 to 0.02
0.03 t0 0.07
0.01 to 0.05

-0.01 to -0.00
0.00 to 0.02

Effectiveness index (N = 198)

Regression
coefficient

-0.02

0.17
-0.007

p-value

<0.01

<0.001
<0.01

95% CI

-0.04 t0 -0.00

0.05 t0 0.08

0.00 to 0.32
-0.01 to -0.00

—, variable was not included in the analysis or it was dropped from the multivariate model; CMHT-NP, Community Mental
Health Team-non-psychosis; CMHT-P, Community Mental Health Team-psychosis.

a Those liable to experience the leverage only.

This table presents only statistically significant findings.

TABLE 59 Patient characteristics independently associated with ‘more coercive’ types of pressure®

Leverage

Housing

Criminal justice

Characteristic (0] 95% ClI p-value (o] 95% ClI

Age 1.06 1.01to 1.1 0.018 - - -
CSQ-8 0.89 0.80 to 0.98 0.024 - - -
API Decision Making 1.03 1.00 to 1.06 0.031 - - -
Number of outpatient visits in last month - - — 1.71 1.09 t0 2.68 0.020

—, variable dropped from the multivariate model.
a Multivariate models for child access and finance leverage returned no significant associations.
This table presents only statistically significant findings.
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TABLE 61 Perceptions of coercion for patients with and without any leverage and more than one leverage®

Leverage

Any (N =417) (100%) More than one (N=417) (100%)

Yes \[o) Yes No
Factors n (%)/mean {SE} n (%)/mean {SE} n (%)/mean {SE} n (%)/mean {SE}
Leverage experienced 146 (35) 271 (65) 51(12) 366 (88)
AES Perceived Coercion 2.4 {0.06} 2.4 {0.04} 2.3{0.10} 2.4 {0.04}
AES Procedural Justice 2.3 {0.06} 2.3 {0.04} 2.2{0.10} 2.3 {0.04}
AES Negative Pressures 4.2 {0.05} 4.3{0.03} 4.1 {0.09} 4.3 {0.03}
Fairness Index 3.8 {0.04} 3.8 {0.06} 3.9{0.11} 3.8 {0.04}
Effectiveness Index 3.8 {0.06} 3.8 {0.05} 3.8{0.12} 3.8 {0.04}

a Percentages include missing values.
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FIGURE 21 Associations between AES subscales and Fairness and Effectiveness scales and type of leverage.
Plots include 1-SE bars. In (a) those liable and experiencing leverage; and (b) those liable and not experiencing
leverage. Leverage type: 1, housing; 2, money; 3, criminal justice; 4, child care.
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not, experience any leverage and more than one leverage. Figure 21 is a graphical representation of the
relationship between the type of reported leverage and the AES subscales and Fairness/Effectiveness
Indices for those who did, and those who did not, report leverage. Statistical analysis indicated that
whether patients reported a particular type of leverage or not, or reported any leverage or not, or more
than one leverage or not, made no statistically significant difference to their perceptions about coercion in
their care or its fairness or effectiveness. The only statistically significant findings were for the Index of
Effectiveness: the mixed-effects model returned a significant (p < 0.001) positive association with type of
leverage, and the Negative Pressures rating also differed significantly depending on whether or not the
patient reported any leverage, but the magnitude of these differences was negligible.

Figure 22 shows the relationship between the types of pressure categorisation and the AES subscales and
Fairness/Effectiveness Indices. The only statistically significant finding was for child access leverage, for
which the Effectiveness Index presented a significantly increasing trend. This indicated that for those liable
to experience child access leverage and reporting it, the more coercive they perceived the leverage to be,
the more effective they perceived it to be. Compared with those rating the leverage as ‘persuasion’ (at the
least coercive end of the spectrum), those rating the leverage as ‘inducement’ had an effectiveness score
0.9 points higher (p =0.278), those rating it as ‘threat’ had an effectiveness score 1.4 points higher
(p=10.043) and those rating it as ‘compulsion’ had an effectiveness score 2.7 points higher (p = 0.003).

Figures 23 and 24 present the empirical distribution of the types of pressure categorisation (dichotomised
as ‘more coercive’ and ‘less coercive’ and in the five categories, respectively) given by those reporting
leverage (the same information taking into account missing values is reported in the two tables). None of
the proportions was significantly different from 50%, indicating that there was no statistically significant
difference between the proportions of patients rating their reported leverage experiences as more coercive
rather than less coercive.

Reporting different sorts of leverage, or reporting it at all, thus generally made no significant difference

to patients’ assessments of the coerciveness of their care, or their perceptions of the fairness and effectiveness
and treatment pressures they had experienced. In the case of child access leverage, however, more coercive
applications of the leverage (in the view of those reporting it) were perceived as being more effective.

One-third (35%) of our sample reported lifetime experiences of leverage.
This was much lower than the level reported in the USA (51%).
Housing leverage was the most frequently reported type (24%).
Rates of most leverages among patients with substance misuse diagnosis (63% reporting any leverage) were
higher than those in the US and our other subgroups (AOT, CMHT-psychosis and CMHT-non-psychosis).
Patients were more likely to report leverage if they:

had experienced repeated hospitalisations

had a substance misuse diagnosis

were more insightful.

They were more likely to report multiple types of leverage if they:
had a substance misuse diagnosis
did not live independently
had a history of imprisonment.

Patients in the mental illness groups were more likely to report leverage if they:

had children aged under 18 years

had a diagnosis of schizophrenia

did not live in independent accommodation.
They were more likely to report multiple types of leverage if they had children aged < 18 years.
Reporting leverage made little difference to patients’ assessments of the coerciveness of their care and
its fairness and effectiveness.
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FIGURE 22 Associations between types of pressure and AES subscales and Fairness and Effectiveness indexes,
for each type of leverage. (a) Housing leverage; (b) money leverage; (c) criminal justice leverage; and (d) child
care leverage. Patients liable to and reporting the leverage only. Plots include 1-SE bars. 1, Persuasion;

2, interpersonal leverage; 3, inducement; 4, threat; 5, compulsion. (continued)
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FIGURE 22 Associations between types of pressure and AES subscales and Fairness and Effectiveness indexes,
for each type of leverage. (a) Housing leverage; (b) money leverage; (c) criminal justice leverage; and (d) child
care leverage. Patients liable to and reporting the leverage only. Plots include 1-SE bars. 1, Persuasion;

2, interpersonal leverage; 3, inducement; 4, threat; 5, compulsion.
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FIGURE 23 Four types of reported leverage identified as ‘less coercive’ or ‘more coercive’ pressure. Patients liable
to and reporting the leverage only. p = p-value testing proportion =0.5; +, 'Less coercive’ pressures; —, ‘Less
coercive’ pressures.
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FIGURE 24 Four types of reported leverage identified as type of pressure. Patients liable to and reporting the
leverage only. 1, Persuasion; 2, interpersonal leverage; 3, inducement; 4, threat; 5, compulsion.
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Chapter 19 ULTIMA Qualitative Study

Introduction

Although the ULTIMA Quantitative Study established the levels of experienced leverage in the four
identified areas, the ULTIMA Qualitative Study sought to understand some of the underlying mechanisms
involved in informal coercion and leverage by investigating it as part of social interactions in community
mental health service delivery. The objective was ‘to conduct a detailed qualitative assessment of the
experiences of patients, staff and carers’. Given the gaps identified in the current literature, the aims of this
study were broad and included:

how informal coercion and leverage are perceived and experienced

how and when they are used

how they are perceived to take effect

ethical issues arising from their use (for use in the Ethical Analysis, see Chapter 20).

These aims were operationalised in two qualitative substudies: (1) patients’ perspectives on, and
experiences of, informal coercion, and (2) community mental health professionals’ views on,
and experiences of, using informal coercion.

This chapter draws substantially on papers?**>? published by members of the OCTET Coercion Programme
Group: Canvin et al.,?*® with permission from Elsevier, and Rugkasa et al.,*** with permission from Springer
Publishing Company.

Methods
In-depth interview study with patients

Design and data collection strategy

Given the sensitive nature of the topics under study, we selected individual interviews with patients as the
method for data collection to ensure anonymity and confidentiality. One-to-one, semistructured interviews
are well placed to generate data on personal experiences.?®® They allow for significant time and attention
to be devoted to a single account and to explore the setting in which personal experiences are situated.?"

A topic guide was designed using Szmukler and Appelbaum’s® typology of ‘treatment pressures’ and
Neale and Rosenheck’s?®® continuum of restrictiveness (see Chapter 77). The wider literature and the
ULTIMA Quantitative Study protocol and instruments also informed the topic guide. As the terms informal
coercion and leverage were unlikely to be meaningful to patients, we designed our questions around
different ‘pressures’ they had experienced and asked all patients about such experiences in relation to
housing, finances, children, the criminal justice system, drug and alcohol treatment and employment.

We finalised the topic guide in collaboration with an experienced service user consultant.

The researcher (KC) opened each interview by inviting patients to talk about their mental health and
service use history and reiterating the interest in any related pressures they might have experienced.
Patients talked for as long as they wished before the researcher sought clarification and explored topics
from the guide that had not been spontaneously raised. This approach had a number of inter-related
advantages. First, it permitted patients to feel in control of the interview, which can facilitate openness and
rich data; second, it allowed them to construct a narrative that reflected their priorities and the experiences
that were significant for them; third, it allowed the researcher to explore the meaning patients attributed
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to phenomena via their experiential accounts which in turn allowed us to explore the use of informal
coercion in context and, fifth, it permitted us to identify examples of informal coercion and leverage
beyond those contained in the existing questionnaires and scales. We offered patients £25 for the
interview as compensation for their time. The researcher was Krysia Canvin (KC, PhD in Law, white British,
late 30s).

Sampling procedure

The sampling pool consisted of the 393 patients who had participated in the ULTIMA Quantitative Study
and consented to be contacted again for a qualitative interview (23 declined to be contacted; two were
deceased). We undertook purposive sampling with a view to achieving a maximum variation sample.'**
This took into account characteristics such as ethnicity, gender, time since first contact with mental health
system, hospitalisations, team and diagnosis, as well as experiences and perceptions of pressure reported
in the Quantitative Study. We aimed to sample an equal amount of patients from each of the four
Quantitative Study patient groups: CMHT-psychosis, CMHT-non-psychosis, substance misuse, and AQOT.

Data collection

We collected data in three waves to facilitate cycles of analysis and data collection and to allow periodic
review of our subsample characteristics and experiences. We subsequently sampled new recruits to fill any
gaps and reach saturation.?®® We adapted the interview schedule as analysis progressed to focus on
emerging themes and test ideas.™" We digitally audio-recorded the interviews, which lasted 70 minutes on
average (range 20-100 minutes) and transcribed the files ad verbatim. We used the Atlas.ti qualitative
data analysis software for data storage, retrieval and management.

Analysis

The study employed modified Grounded Theory analysis procedures.®'%263 This involved close
examination of the data for experienced informal coercion, using a combination of codes emerging from
the data and predetermined ‘sensitising concepts’ from the literature.?®* Using the constant comparison
technigue,”®® we identified similarities and differences within and between accounts and sorted the data
into analytical categories. We derived a set of criteria from the data in an inductive-deductive cycle,*®
which we continually refined until all of the data was coded and categorised. Each different strand of
analysis (see below) also involved topic specific and focused coding. Furthermore, the interview transcripts
were examined to identify ethical issues arising (reported separately; see Chapter 20) (Box 6).

BOX 6 Analytical procedure

e Systematic, detailed line-by-line open coding of interview transcripts.

e Systematic coding incident by incident.

® Memos (or notes) written about emerging themes and ideas.

e Writing short summaries of individual interviews and important themes arising therein.
e Expansion of memos and focused searching for data extracts (selective coding).
e Further reading (relevant literature).

e Selection of transcripts read and annotated by colleague.

e Discussion of emerging themes amongst colleagues.

e Exploration of links between themes.

e Detailed interim analysis conducted, prior to final data collection.

e Final analysis of entire data set.

This box has been reproduced from Canvin K, Rugkasa J, Sinclair J, Burns T. Leverage and other informal
pressures in community psychiatry in England. int J Law Psychiatry 2013;36:100-6,%*° with permission
from Elsevier.
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Focus group study with mental health professionals

Design and data collection strategy

Focus group discussions facilitate collection of data of an intersubjective nature.?®® In this study we sampled
‘naturalistic’ groups (i.e. existing groups, in this case outpatient teams, rather than people brought together
for the purpose of research) to encourage professionals to express their own views and comment on those
of others through discussion of real clinical cases as opposed to hypothetical or abstract situations.?®® Our
aim was to capture the multidisciplinary dimension of current service delivery. We designed a topic guide
based on a review of the literature and the qualitative interviews with the patient subsample. The guide was
designed to investigate professionals’ experiences of using informal coercion (see Chapter 17, Background),
other types of influencing behaviours and general interactions with reluctant patients and their families.

To facilitate discussion about their own practice, we asked each group two opening questions:

® What are the things you want patients to do?
® What do you do to get them to do those things?

The researcher recorded responses to these two questions on a flip chart to act as prompts in the discussions
that followed, and probed for case examples throughout. The groups were moderated to obtain reflection
more than consensus, and, because we were investigating current service delivery, attention was primarily
directed towards team approaches rather than individual ones. The sessions were led by one member of the
research team (AS), with another member (either JR, KY or JS) observing and taking notes. We again digitally
audio-recorded all focus groups, which ranged from 50 to 80 minutes in duration (average 60 minutes),
transcribed them ad verbatim and imported the transcripts into the qualitative software package Atlas.ti for
data storage, retrieval and management. The researchers were Anna Sulman (AS, social science graduate,
white British female, early 30s), Jorun Rugkasa (JR, PhD in sociology, white Norwegian, early 40s), Ksenija
Yeeles (KY, BSc Psychology, white Croatian, late 40s) or Julia Sinclair (JS, DPhil/MRCPsy, white British, early 40s).

Sampling procedure
We constructed a purposive sample of six of the community teams from which the patient subsample
described above was drawn. Sampling criteria included type of service and location.

Analysis

Each member of the qualitative research team read the transcripts and made a draft coding plan.

We discussed these in detail before reaching consensus on a coding framework. Some codes corresponded
to the themes included in the topic guide or derived from theoretical interests, whereas others emerged
from the data. Any adjustments to the agreed framework were discussed among the researchers before
they were implemented. The findings reported below are based on thematic analyses of the coding
reports, using the constant comparison method.'#??%” The focus group transcripts were also examined
closely to identify ethical issues arising (reported separately; see Chapter 20).

Changes to the original protocol

Owing to staffing issues, it was decided not to interview family carers for the ULTIMA and OCTET studies
separately, but to include guestions on informal coercion and leverage in the OCTET Qualitative Study
(see Part 2, Chapter 8).

Results
Sample

Patients
The final sample (N =39) is outlined in Table 62. Within the four groups, we achieved variation in the type
of leverage reported and the number of types of leverage originally reported. The overall Qualitative Study
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Characteristics of the ULTIMA Qualitative Study sample at time of interview

Age (years) 43.4{10.3} 33.4 {8.54} 40.9 {10.70}
Ethnicity
White 26 (90) 9 (90) 35 (90)
Others 3(10) 1(1) 4(10)
Male 16 (55) 8 (80) 24 (62)
Diagnosis (ICD-10)
Schizophrenia 12 (41) 0 (0) 12 (31)
Bipolar disorder 7 (24) 0 (0) 7 (18)
Major depression 6 (21) 0 (0) 8(21)
Substance abuse/opioid addiction 0(0) 10 (100) 10 (26)
Anxiety 0(0) 0(0) 0(0)
Other diagnosis 4 (14) 0 (0) 7 (18)
More than two hospitalisations 23 (79) 0 (0) 23 (59)
GAF 57.5{9.8} 61.8 {7.31} 58.6 {9.32}

sample comprised mainly white (n = 35), male patients (n = 24). They were living in independent housing
(n=30) and receiving social security benefits (n = 26); half were single (n = 20) and the majority had no
children aged < 18 years (n = 30). Patients had a range of diagnoses, although four diagnoses in particular
[schizophrenia (n = 12), depression (n = 8), bipolar disorder (n = 7) and opioid addiction (n = 10)] were

the most common. The age of first contact with services ranged from 13 to 43 years (mean 20 years),
whereas the number of hospital admissions reported ranged from 0 to 29 (mean: 4.7). This Qualitative
Study sample had a higher proportion of patients with a diagnosis of bipolar disorder and multiple
hospitalisations, respectively, than did the ULTIMA Quantitative Study sample.

Mental health professionals
Between three and 13 professionals attended the six groups, and in total 48 patients (16 men, 32 women)
took part, from a range of professions (Table 63).

Unlike quantitative, hypothesis-testing research, exploratory qualitative studies usually address the research
guestions in staged analyses. This is, in part, because of the inductive aspects of qualitative studies, which
mean that some themes and categories emerge as data are collected and analysed, and analysis thus
cannot be prespecified. Furthermore, the richness of large qualitative data sets means that there usually
are several strands of analysis (most likely closely linked) that may be followed and the researchers must
decide which ones to pursue and in what order. Based on the data collected and the overall research
agenda of the OCTET Coercion Programme, we decided to focus on the following themes:

the notion of leverage from a patient perspective
how informal coercion is situated in the context of patients’ whole lives

professionals’ conceptualisations of how they influence patients in the treatment setting.

The findings reported below are accompanied by quotations from the transcripts to illustrate and validate
our interpretations.’ Quotations are attributed to patients identified by a unique patient ID number and
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TABLE 63 Description of focus group mental health professionals sample

Nurse 23
Psychiatrist 7
Social worker 5
Community support worker 5
Occupational therapist 1
Student 6
Office manager 1
Total group 48

This table has been reproduced from Rugkasa J, Canvin K, Sinclair J, Sulman A, Burns T. Trust, deals and authority:
community mental health professionals’ experiences of influencing reluctant patients. Community Ment Health J
2014;50:886-95,%* with permission from Springer Publishing Company.

team, and to professionals identified by discipline, unique ID number and focus group (FG) number.
Where this is a dialogue with the interviewer, speakers are identified in full where first mentioned and by
P (patient), C (carer) or | (interviewer) subsequently.

The notion of leverage from a patient perspective

This analysis draws on the 29 interviews with patients with a primary diagnosis of mental illness

(see Table 62) and draws substantially on the sudy by Canvin et al.?*° This included those patients
from AOT teams (AOT group) and CMHTs (CMHT-psychosis group) and patients with non-psychosis
diagnoses from CMHTs (CMHT-non-psychosis group). The aim was to identify and clarify the pressure
experienced by patients, and particularly the experience of leverage.

‘Treatment’ pressures compared with ‘stay well’ pressures

The pressures perceived by patients could be categorised as pressures to adhere to treatment and
pressures to maintain their well-being. Treatment pressures were any pressures directly (but broadly)
related to treatment. This included accepting prescribed medication as well as other therapeutic activities,
often set out in individual patients’ treatment plans, such as attending meetings and accessing and
engaging with services. Patients also described stay well pressures in the context of their mental illness.
This included pressure to cease particular behaviours such as self-harm or alcohol use, for example, and
this pressure, like treatment pressure, could come from mental health services or others. Stay well
pressures could also involve meeting perceived sociocultural obligations or expectations, such as being a
good parent or a good tenant, avoiding letting down oneself and others, staying ‘out of trouble’ or out of
debt and avoiding homelessness.

Leveraged versus non-leveraged pressures

Pressures described by patients could be further differentiated on the basis of the presence or absence of
certain features. On the basis of their descriptions, we classified as leveraged the pressures that possessed
the following three features:

1. consequences contingent upon a specified response (conditionality)

2. alever

3. direct communication by someone perceived to have the power to bring about the specified
consequences (Box 7).

© Queen'’s Printer and Controller of HMSO 2016. This work was produced by Burns et al. under the terms of a commissioning contract issued by the Secretary of State for Health.
This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals provided that
suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be addressed to: NIHR
Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science Park, Southampton
SO16 7NS, UK.

219



220

ULTIMA QUALITATIVE STUDY

BOX 7 Characteristics of leveraged pressure

1. An element of conditionality, whereby different consequences will arise depending on the patient’s
response to the pressure applied.

2. Some form of lever augments the pressure, improving the chances of influencing the patient.

3. Direct communication by an agent with the perceived power to follow through with the action perceived by
the patient as intended to influence their behaviour.

A second group of pressures, non-leveraged pressures, lacked one or more of these features. Both
treatment pressures and stay well pressures could be leveraged or non-leveraged (Figure 25). Examples of
these four types of pressure can be seen in Table 64.

Leveraged pressures

The first two features of leveraged pressures, that is, conditionality and the use of a lever, both appeared
to serve to augment the pressure applied. Patients often perceived that consequences were contingent
upon their behaviour. They described situations in which, for example, they had perceived that remaining
at home or qualifying for help with housing was contingent upon medication adherence or agreement to
seeing the mental health team:

[The mental health team] said you can't live in your house if you don’t take your medicine, you'll have
to live in hospital.
Patient 8, CMHT-psychosis

Patients also perceived that access to their children was dependent upon fulfilment of certain conditions:

Patient 28, CMHT-non-psychosis: Well [my CPN and psychiatrist] keep saying to me, ‘It will change.
You will have [daughter] on your own one day.” So this ‘one day’ is never happening. | say to them,
‘Well can’t | have another assessment to show that | can have [daughter] on my own?’ and they say,
‘It's going to happen’ but it never does.

Interviewer: Have they said that you have to achieve something before that can happen?
P: Yes | have to stop cutting myself and stop taking overdoses. [. . .]
I: Do you feel you have enough control to be able to stop cutting?

P: No I don’t. | mean | can't force myself to stop. | know | have to stop because of [daughter] and then
when | think of [daughter] it just makes everything else worse and all the bad things come back up again.

A lever thus adds potency to pressure to co-operate with treatment (take medication or engage with the
mental health team) or to stay well (stop self-harming). Patients perceived a wide range of levers being
used to augment pressure in this way, including access to or discharge from services, access to social
security benefits, hospital admission, depot injections and diversion from criminal charges or imprisonment.
The third feature of leveraged pressure was that it was relayed via direct interpersonal interaction. Patients
reported such pressure from various people, including mental health professionals, representatives from
other health and social welfare agencies, courts, employers and police, and also from friends and family:

My wife threatened me, said at one point that unless | went to the local doctor she would take the

children away from me.
Patient 11, AOT
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FIGURE 25 Pressures experienced by patients. Reproduced from Canvin K, Rugkasa J, Sinclair J, Burns T. Leverage
and other informal pressures in community psychiatry in England. Int J Law Psychiatry 2013;36:100-6,2*° with
permission from Elsevier.

TABLE 64 Examples of pressures experienced by participants

Leveraged

Non-leveraged

The CPN said that | had to take medicine all the
time no matter what but if | didn’t take it for a
long time | couldn’t function and I'd lose my
place [in supported housing]

36 AOT

If I don’t get treated I’'m not going to be well

The other slight pressure that was put on me
was people saying things like, ‘Well of course if
you're going to be self-harming you won't be
allowed to have your daughter with you.” [...]
This open threat really

38 CMHT-NP

I “So what kind of things do they say or do to

enough to see [my daughter] and to be able to encourage you to [avoid alcohol]?’
get anything out of it. [. . .] That was just

coming from me P: [...] [Staff member] dropped by and he’s a

star, he said to me, "I've been telling you to
give up drinking but I'm drinking myself,” so
he’s actually stopped drinking so that he can
support me

5 CMHT-NP

CMHT-NP

CMHT-NP, Community Mental Health Team-non-psychosis.
This table has been reproduced from Canvin K, Rugkasa J, Sinclair J, Burns T. Leverage and other informal pressures in
community psychiatry in England. Int J Law Psychiatry 2013;36:100-6,%>° with permission from Elsevier.

An idea about the perceived power of the agent, or the person applying the pressure, to follow through
with the proposed consequences, was clearly implicit in patients’ accounts.

Non-leveraged pressures

Patients described various pressures that missed one or more of the features of leveraged pressure.
These were less tangible manifestations of pressure compared with the leveraged examples, but were
nonetheless experienced as pressure. This included examples of non-conditional pressures, that is, where
patients perceived a lack of consequences for not succumbing to the pressure they experienced:

[The social worker] said, ‘Do you want money management?’ And | said, ‘No,” and they said, ‘Fine’.
But yeah it was getting pressed on me a couple of times and | did actually agree to it but then |

backed out.
Patient 9, CMHT-non-psychosis
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Some also described feeling pressured as a result of professionals making predictions about future events:

[The social worker said] it was very likely that | would lose custody of the children [. . .]. And it was on
the basis that | would end up getting ill and going into hospital again.
Patient 8, CMHT-psychosis

For some, pressure arose as a result of what they heard about or observed happening to other patients:

I have a friend who is a service user and he resents taking medication but he’s in a group home and
he says that if he doesn’t take his medication they’ll kick him out. | mean that sounds awful to me.
I mean, | am fortunate having independent living arrangements. [. . .] My nightmare is becoming a
tramp, [. . .] so it keeps me on the straight and narrow | suppose.

Patient 22, AOT

Patients also described self-imposed pressures:

I was evicted from that housing association because of one of my drug-addict friends. [. . .] | hardly let
anyone in [my new] flat at all because | don’t want to misuse the landlady by having people in
smoking cannabis. | think I'd be betraying [her] trust.

Patient 30, CMHT-psychosis

Much of this non-leveraged pressure, therefore, originated from patients’ desire to avoid undesirable
situations such as homelessness or debt, or to satisfy sociocultural expectations. Feelings of responsibility,
especially towards their children, were often described as motivating both ‘stay well’ behaviour and the
taking of medication:

It is only probably since I've had my children, [names removed)], that I've realised how important it is to
keep well. [...] When it was just me it didn't matter so much [. . .J. That’s what keeps you going:
having responsibilities.

Patient 4, CMHT-psychosis

How informal coercion is situated in the context of patients’ whole lives
This analysis included the same 29 interviews. It involved focused coding of patients’ accounts of their
medication practices, particularly regarding their reasons for taking medication.

Situatedness is a concept used to account for the contribution to social phenomena of broader
circumstances, whether social, political, economic or cultural.?®® We identified two key dimensions
of the situatedness of patients’ medication practices in our analysis: first, personal, familial and social
circumstances and, second, contact with the mental health system and those working within it.

Personal, familial and social circumstances

Patients’ accounts of their medication practices were often embedded in descriptions of their everyday
lives. Many presented their reasons for taking medication in a way that suggested these reasons were
inseparable from their home, family and work circumstances. The sociocultural, self-imposed pressures
described above were often present in descriptions of how they negotiated with self and others about
taking medication:

Medication was always a negotiation until |, you know, lost my marriage, lost that reqular access to
my children, lost properties, lost money, lost my job and found myself on disability living allowance.
Patient 2, CMHT-psychosis

To some extent, patients presented their reasons for taking medication not as a choice but as essential in
order to maintain various aspects of their personal lives. Some explained this as a result of leverage,
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such as taking medication being a precondition to gaining access to or retain a housing place and/or social
security benefits:

[With this housing provider] | have to be on the medication as well yeah. Although now, because it’s

been 2.5 years I've obviously earned a good reputation with [the housing provider], I've had no

trouble and no-one’s complained about me or nothing like that so now | do believe | could now,

if I wanted to turn round and say to my doctor: ‘Well, I'd like to try and have less of the injection’.

Or maybe even stop the injection but to be honest with you, just with how my — the last few years

have been I'd rather stay on it for another few years until | feel more confident [about my recovery].
Patient 29, AOT

Contact with the mental health system and those working within it

Patients also alluded to how aspects of their contact with the mental health system led them to feel that
they had 'no choice’ about taking medication. For example, patients described how their choices and
opportunities for decision-making were reduced by structured, routine practices by mental health
professionals, such as observation of the use of oral medication and/or regular depot injections:

In [the AOT] | suppose they try to ensure that | take the medication and | get injections and so there’s
no chance of not complying. [. . .] I don’t think they trust me to take ordinary pills.
Patient 22, AOT

Patients also described their medication practices as influenced by their concerns about the possibility of
involuntarily hospitalisation under the MHA (being ‘sectioned’). Concern about involuntary hospitalisation
was so powerful that it was described by one patient as, ‘probably mine and my friends’ biggest fear’
(patient 8, CMHT-psychosis). Mostly, these concerns were derived from personal experience of restraint
and/or forced injections as an inpatient. Moreover, it was perceived as a threat that most patients reported
as perpetually ‘hanging over’ them:

| agree to the things that | agree to now because the threat of sectioning you is a draconian power
hanging over you and the reason | take medication and turn up to all the appointments is that | don’t
want to go back [to hospital]. You've got to be seen to be cooperating to a point to stay out.

Patient 11, AOT

Patients also mentioned the role of their relationship with their mental health team, emphasising the
benefits of encouragement over threats:

They do encourage you obviously to keep your appointments and things like that but because they
don't use threatening techniques | feel that | can trust them enough to keep my appointments. If they
were threatening me or something | probably wouldn’t bother turning up!

Patient 8, CMHT-psychosis

Regular contact with the mental health team and the social interaction and relationships that this afforded
were highly valued. One patient described them as ‘like family’. Some patients said they would be
disappointed if contact were reduced or withdrawn. Others described how they continued to take
medication out of concern about being refused services or other types of medication. Many also wanted to
preserve their good relationship with mental health professionals.

There was a tendency for patients to describe changes in attitude and practice in response to different
circumstances such as personal, familial and social circumstances and their relationships and interactions
with their mental health team. For many patients, shifts in their medication practices and attitudes did not
occur in a vacuum but could be linked to other (changes in) attitudes and perceptions, events and
opportunities. Our findings suggest that patients’ medication practices are highly situated social processes,
changeable in response to changing conditions.
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Professionals’ conceptualisations of how they influence patients in the

treatment setting

This analysis used all six focus groups and draws substantially on Rugkasa et al.?** When asked, ‘what
are the things you want patients to do?’, mental health professionals’ replies broadly included wanting
patients to take medication as prescribed, to engage with the team and keep appointments, and to take
responsibility for leading more stable, healthy lives. When we asked professionals how they tried to
achieve these goals, they provided rich, contextual accounts of how, and in what circumstances, they
sought to exert influence over patients. We identified three categories of influencing behaviours:

1. building trusting relationships
2. negotiating agreements
3. asserting authority.

Building trusting relationships

The quality of their relationships emerged as the central way of attempting to influence patients to achieve
treatment aims. Achieving good, trusting relationships required the professionals to be ‘honest’, ‘interested’,
‘fair’, ‘empathetic’, ‘reliable’ and ‘consistent’, all of which might, of course, be perceived as an ideal for any
social relationship. Trust, often built up over time, was seen as fostering continued contact with services:

‘Cause we work with some of our patients for quite a long time — to work with somebody that they
like and they trust and they can talk to — that often retains people in treatment, actually. When things
are tough they will come and see you.

Nurse, 16, FG 3

Professionals described ‘good’ relationships as providing a platform for achieving ‘engagement’ and for
educating, encouraging or reminding patients to take treatment, such as when the professional could
reflect on past experiences with the patient:

‘Last September, this is what you were doing. You were in employment; you were much more active,
seeing the family. That was obviously a good place to be. Let’s try and get back to that again’. So it's
reminding them that they were well and there was a reason for them being well and, again, ‘At that
time you were taking 150 mg of Clozapine. [Now] you're only taking 50. Do you think there’s
something relating to that?’.

Nurse, 25, FG 4

They also perceived that being attuned to the patients’ situation, and taking their concerns and priorities
into account, was crucial to get patients to ‘work with’ professionals. They perceived that focusing on
patients’ priorities and perspectives not only provided necessary information about the patient (including
why he or she might be reluctant to take treatment), but also could facilitate longer-term aims. Professionals
described, for example, how they assisted patients who neglected themselves in keeping their homes clean
and tidy, attending to their diet and personal hygiene and taking exercise. They also encouraged and
supported educational activities and employment. Professionals assisted with paperwork and other forms of
communication with other agencies and sometimes helped patients to ‘fight off’ eviction through extensive
liaison with housing providers. Some professionals explained that they occasionally needed to apply assertive
approaches to ensure that patients received the support to which they were entitled.

Several professionals indicated how offering something outside patients’ expectations, such as going out
for coffee or meals or doing practical tasks, helped to pave the way for constructive interactions:

So | took [the plant] to him and said, ‘This is from [the gardening project], come and have a look’. And

he later on came and thanked me for it ‘cause he was obviously quite touched by that. And a few
weeks later he was down at the project digging and gardening. And he did that for quite a few
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months until he decided he’d had enough of it. But that was, | suppose, a slightly creative way of
getting him to do what | wanted him to do.
Social worker, 9, FG 2

Negotiating agreements
Professionals frequently described negotiations with patients to find mutually acceptable solutions:

There was a female patient, Mary, who refused to have — she was on leave [from hospital] — refused
to have her depot [injection]. Came to see me, | had a bit of a chat with her and | said ‘oh why don’t
you have it every three weeks then’ [i.e. less frequently]. And she said ‘oh great, yes that’s fine’ and
off she went and had it.

Psychiatrist, 27, FG 4

The descriptions of negotiations often focused on striking ‘deals’ or agreeing ‘contracts’, alluding to a
relationship’s reciprocal dimensions. Negotiation also occurred when professionals and patients held
radically different views about their respective rights and responsibilities. For example, professionals
portrayed some patients as holding unrealistic expectations: thinking professionals possessed a ‘magic
wand’ with which they could solve ‘any’ problem. They perceived that extensive assistance with practical
issues in some cases undermined efforts to increase patients’ independence. If patients were unwilling to
take on responsibilities of which they might be capable, professionals sometimes tried to renegotiate the
relationship, which, at times, could be frustrating:

| find the most frustrating ones the ones that do want you to be their mother. And trying to get them
to accept the fact that you're not going to do that and that they do have to take responsibility for
themselves. And that you'll be there to help with bits.

Nurse, 24, FG 4

Although professionals emphasised an ambition to let patients’ views influence agreements, balancing a
patient-centred approach with their responsibility for patients’ safety could occasionally limit room
for negotiation:

It’s kind of compromise, isn't it? Anne would perhaps prefer not to take any medication at all but in
terms of the deals we might strike with her they're a bit stacked on our side ‘cause we’ve got the
Mental Health Act, but within that then there’s some compromise offered. [. . .] So it’s not all, ‘No,
you will do exactly what | say’. That as far as you can, you give back but not to the extent that you
make somebody ill again. So that would be the balance but that’s the kind of balance you're trying to
get in the deal.

Nurse, 24, FG 4

Asserting authority

Professionals presented building trusting relationships that facilitated negotiation of mutual agreements

as the ideal way to achieve therapeutic aims. Nevertheless, when encouragement and education failed,
‘deals’ were broken or professionals believed patients were unable to act in their own best interests, they
sometimes deemed more authoritative or assertive approaches to be necessary, such as counting pills, using
depot injections or observing consumption (as also described by patients above) or more frequent visits.
The ultimate assertion of authority was applying the MHA. Although professionals saw the appropriate use
of the Act as part of their duty of care, it was portrayed as an inferior tool to what could be achieved by
other means. Moreover, applying the Act was considered potentially to undermine relationships:

I think the next time | hear that things are bad | might insist [under the MHA] to be let in. But it'’s a
pretty heavy handed way of dealing with things, when they are a family who are in family therapy and
you're trying to work together. It's [a] pretty sort of sledgehammer approach.

Social worker, 5, FG 2
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They described previous experience of legal compulsion as alerting some patients to ‘early signs’ that an
involuntary admission to hospital was being considered:

For example, someone’s starting to relapse and — [or] we think they are — and we may decide to do
joint visits. Some of the patients are so experienced they say: ‘Oh, you're doing joint visits. You must
think I'm relapsing’.

Community support worker, 29, FG 4

The authority of the professional role (including the use of the MHA) therefore simultaneously represented
a useful tool to ensure patient safety during relapse and yet also a threat to relationships.

Conclusions

Patients’ experiences of pressure were wide-ranging and pervasive.

These experiences related to many aspects of their lives.

They perceived pressures to come from family and friends and themselves as well as professionals.
We identified a patient-derived concept of leverage, based on the presence of: conditionality, a lever
and the perceived power of the agent to bring about the stated consequences.

Pressure was linked to the proper execution of social roles.

We found additional types of pressure to those measured in the Quantitative Study.

These pressures were embedded in the context of people’s lives.

Patients’ medication practices were highly situated social processes.

Professionals were committed to patient-centred approaches and attempted to establish trusting
relationships that enabled negotiated agreements.

Professionals felt obliged to assert their authority when patients relapsed but refused services and this
was seen as a potential threat to therapeutic relationships.
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Chapter 20 ULTIMA Ethical Analysis

Introduction

The objective of the ULTIMA Ethical Analysis was ‘to conduct a detailed qualitative assessment of the
ethical dilemmas of patients, staff and carers’ participating in the study, using data from the ULTIMA
Qualitative Study.

Our Ethical Analysis comprised two parts. First, we conducted a detailed conceptual and ethical analysis of
threats and offers made to patients by professionals for the purpose of improving adherence to treatment
in the context of community mental health care and produced a framework for judging the ethical status
of an offer. Second, we conducted an examination of whether professionals act ethically when they use
leverage in a variety of ways using interview and focus group transcripts from the Qualitative Study.

Framework for judging the ethical status of an offer

This section is summarised from a paper by members of the OCTET Coercion Programme Group —
Dunn et al.>*

Informal coercion may take the form of threats or offers. Although threats are never justifiable, the ethical
position on offers is more complex. Here we offer a five-step process that may be used to ascertain the
ethical status of an offer in mental health care.

Examples of the proposals we examined here included proposals to enable or remove access to community
services, visiting rights for children, access to supported housing placements, specialist help with welfare
payments, access to hobbies and social activities, and providing financial rewards. Evidence suggests that
professionals and patients consider such threats and offers to be ethically problematic because they are
experienced as coercive, or involve treating patients unfairly.2'7241:24228 The framework we lay out below
for making ethical judgements about such proposals posits professional duties of care, rather than
leverage, as the primary consideration. We intend this framework to be of practical guidance in deciding
whether a specific proposal is, or is not, ethically acceptable.

Step 1: to decide whether the proposal is a threat or an offer

In distinguishing a threat from an offer, it is necessary to clarify — independently of the proposal — what
duties the service owes the particular patient. Establishing such duties is a general responsibility of mental
health professionals, teams and services. The duties will depend on how ethical values are interpreted and
applied in practice, and will vary between different mental health-care systems, between services within a
system and between different patients in a service.

Having established the duties of care, the key question is whether or not the proposal, if accepted or not,
will lead to an outcome consistent with the professional having failed to act in line with these duties. If this
is the case then the proposal is a threat and should not be made. If this is not the case then the proposal is
an offer. If the proposal is an offer then further issues need to be considered before an ethical judgement
is made (steps 2-5).

Step 2: to decide whether or not the offer is likely to be unwise

This question focuses particularly on consequences, both for the specific patient and for others. Although
the offer might be of value to the patient in the short term, it may have longer-term detrimental effects for
that patient, or detrimental effects on other patients.
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Step 3: to decide whether or not the offer exploits the patient

The key consideration here is whether or not there are benefits to the mental health professionals, or
system, if the patient accepts the offer. In making the final judgement about the ethical status of the offer,
it will be important to separate benefits to the patient from benefits to the professionals and system.

Step 4: to decide whether or not the offer raises broader questions of fairness
At the micro level, the question is whether or not the offer treats other patients in the relevant service fairly.
At the macro level, the question is whether or not the offer represents a good use of health-care resources.

Step 5: to decide whether or not the offer compromises the voluntariness of

the patient’s decision-making

The main issue here is to ascertain if there is any way that the patient’s psychopathology impacts upon
his or her agency such that the decision to accept the offer would not be a voluntary decision.

The attractiveness of the offer per se (we have argued) does not affect voluntariness.

Having taken steps 2-5, the ethical issues relevant to the decision of ‘whether or not it is right to make the
offer’ should have been identified. The fact that there might be ethical problems with the offer would not
necessarily mean that it was unethical. In the case of offers (as opposed to threats), the overall anticipated
benefits of making the offer would need to be balanced against the ethical problems identified, and both
would need to be understood in the context of the individual patient at that particular time.

Ethical guidance for mental health professionals

This section draws substantially on a paper published by members of the OCTET Coercion Programme
Group: Dunn et al.,?’® with permission from Sage Publications.

The three-fold definition of leverage proposed in Chapter 19 — the presence of conditionality, a lever and
the perceived power of the agent to bring about the stated consequences — does not require the proposal
to influence a patient’s choices successfully. Thus we can define a proposal as leverage without it having
an actual effect on the patient’s behaviour. The ethical acceptability of the proposal will, however, depend
on an assessment of the consequences that might result by imposing conditions on patients’ choices. The
three case studies in Box 8 illustrate how leverage might be used in practice. These cases were developed
from the data collected as part of the ULTIMA Qualitative Study (see Chapter 19). They cover a range of
different community mental health service settings and illustrate the potential dilemmas and alternative
interpretations that can arise when leverage is used in practice.

The complex nature of therapeutic encounters in community mental health services means that there

are no straightforward answers to the question of whether or not professionals act ethically when they
use leverage. Indeed, as the three cases in Box 8 illustrate, it can also be difficult to ascertain whether or
not leverage is actually being used, especially in clinical encounters in which professionals are required to
provide information or when requirements for treatment adherence are enforced using legal frameworks.
In the face of such complexity, we show how different duties can guide professionals’ judgements about
whether or not, and when, it is acceptable to influence patients’ treatment adherence using leverage

in a given situation. The four duties that we discuss below are those that can guide ethical practice in
community mental health, irrespective of social and cultural context.?”’ These duties are to:

1. benefit the individual patient

2. benefit other individuals (particularly carers, dependents and the wider public)
3. treat patients fairly

4. respect patients’ autonomy.
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BOX 8 Leverage in practice

Case 1

Jack, 24 years, lives at home with his parents. Jack has a diagnosis of schizophrenia, but has consistently
refused to accept that he has a mental disorder. When unwell, Jack increases his cannabis use, which
exacerbates his symptoms. Jack’s parents find it difficult to cope with his aggressive and threatening behaviour.
They have sought advice from a support group and have told services that they want more support for
themselves and their son. The AOT’'s main concern is Jack’s well-being and his parents’ safety. Members of the
team have suggested to Jack that if he stops using cannabis, they will help facilitate an unsupported housing
placement for him. Jack’s parents support this proposal.

Case 2

Ann, 35 years, is a single mother of three children. Ann has recurrent severe depression, which has involved
several serious suicide attempts. Ann repeatedly stops taking the medication, asserting that she feels well
enough to manage without it. When she does so, her mental state and ability to care for herself and her
children gradually deteriorates, resulting in long periods of hospitalisation. Ann's situation generates multiple
practical and financial support needs. The CMHT have concerns about the well-being of Ann'’s children in this
unstable environment, and have encouraged her to consider what might happen to her children if she is
hospitalised again. They have told her that next time she has a severe depressive episode it is likely that social
services will conduct an assessment, potentially leading to her children being placed on the at-risk register.
Ann is extremely worried that she may lose custody of her children.

Case 3

Craig is 28 years old. He has misused various substances since his teens and is unable to hold down a job. He
currently receives a daily supervised dose of methadone as part of a Drug Treatment Order imposed by the
court in lieu of imprisonment. The order stipulates that he must reside with his parents, and is enforced with an
electronic tag. Craig continues to take heroin on top of his methadone and has been told by his drug worker
that if he wants to pick up his methadone on a daily basis to take unsupervised, he will have to return
heroin-free urine tests.

Duty to benefit the individual patient

That mental health professionals have a duty to benefit their patients is not contestable. How they should
act to uphold this duty in practice ought to be determined by the unigue needs of each patient. For this
reason, enacting the duty to benefit the patient (and therefore acting ethically) depends on context-specific
factors. It ought to be obvious, for example, that professionals should provide different services to a
patient experiencing the acute phase of a psychotic illness compared with a patient receiving long-term
support to manage an enduring psychotic illness. For the acutely ill patient, the scope of the duty to
benefit him or her is likely to be focused — at least in the short term — on providing immediate psychiatric
input to manage distressing symptoms and keep him or her safe. For the chronically ill patient, the scope
of the duty will extend to include the facilitation of social activities, employment opportunities and contact
with family.

Commonly, interpreting the duty to benefit a patient will need to take into account more nuanced
differences between the needs of comparable patients within a service. How this duty ought to be
interpreted in decisions about antipsychotic medications, for instance, will be shaped on a case-by-case
basis by the associated side-effects for each drug and a patient’s views about weight gain, opportunity for
exercise or the risk of developing a metabolic syndrome.
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The duty to benefit the patient may manifest itself differently depending on the therapeutic model
adopted by a service. In case 3, the duty to reduce harm caused to Craig by his illicit drug use through
prescribing substitute medication will be judged to take primacy over meeting a duty to assist him in
meeting additional social goals,?’? particularly when taking methadone under supervision is a requirement
of a Drug Treatment Order. In contrast, professionals working in the CMHT in case 2 are likely to interpret
their duties to benefit Ann in terms of prioritising a broader set of obligations concerning positive social,
employment or educational outcomes.

How the duty to benefit the patient is understood in light of the patient’s individual needs and the
therapeutic culture of the service has implications for judging whether or not a specific act of leverage for
a patient is ethically permissible. Moreover, because the application of this duty is context dependent, the
same proposal might be ethical when presented to one patient, but unethical when presented to another
patient. It is also conceivable that the same proposal might be ethical when presented to the same patient
depending on circumstances at particular points in time. In case 1, Jack’s team proposed to provide him
with a housing placement if he stops using cannabis. It is arguable that the team has a duty to benefit
Jack by facilitating his access to a housing placement, because of their concerns about his well-being and
his parents’ safety, irrespective of his use of illicit substances. If so, making this proposal would not be
ethically acceptable: they should facilitate his housing placement anyway. Alternatively, if it were the case
that Jack posed no risk to his parents, and he had not expressed any preference about his housing
situation, the team might claim that their duty to benefit Jack does not extend to making alternative
housing available to him. As such, they should conclude — from the standpoint of this duty — that they
have no reason to make this proposal to Jack.

The duty to benefit the patient extends to ensuring that the patient is not harmed, or left worse off, by the
provision of care. There are two ways that leverage might lead to negative outcomes for the patient. First,
leverage might lead the patient to become increasingly dependent on the service, and unlikely to obtain
control over — or take responsibility for — his or her own recovery. In case 1, the concern might be that
leveraging Jack with the offer of a housing placement might create the expectation that such things

will be provided for him, undermining his responsibility for making major life decisions in the future.
Consequently, evidence about short-term risks and benefits will need to be balanced against foreseen
long-term harms. Second, patients might perceive themselves to be worse off if an instance of leverage
were to place conditions on a course of action that they would value. In case 2, for example, Ann'’s quality
of life may decrease when the proposal is made to have a children’s services assessment if she becomes
unwell. Judgements about the acceptability of leverage here will depend on how patient benefit is
conceptualised, and from whose perspective.

Mental health professionals have duties to other people in addition to the patient at whom leverage is
directed, primarily other patients in the service, the patient’s carers, children and members of the public.

Other patients in the service

If, for example, other patients supported by the AOT in case 1 learn that the team is prepared to facilitate
a housing placement for Jack if he stops using cannabis, it is conceivable that they might expect to be
made a similar offer, and that failure to do so would impede their engagement with the team and
adherence to treatment. Such actions could lead to deterioration in their mental state. Alternatively, as
evidence from studies of financial inducements in mental health suggests, compliance among all patients
might be enhanced by the use of such inducements.?”?

Obligations to a patient’s carers and dependents

An act of leverage by a professional may result in significant burdens for a patient’s carers, such that
leverage equates with the professional acting inconsistently with this duty. In case 1, the proposal to offer
Jack a housing placement on condition that he stops using cannabis is aligned with the team'’s identified
duty to reduce the risk of harm to Jack’s parents. Such a proposal — if accepted — would also meet Jack’s
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parents’ request for additional services for their son. Moreover, it could be argued that the effect of Jack’s
behaviour on his parents is such that it would be ethically unacceptable not to make this proposal.

Additionally, leveraging a patient by making an offer to him or her might reduce the stress experienced by
carers who are required to support the patient. In case 3, Craig’s parents are supportive of the proposal to
allow unsupervised access to methadone treatment if Craig returns drug-free urine tests, and have also
agreed to increase his weekly allowance if he remains drug free. Here, leverage would be consistent with
the drug worker’s duty towards Jack's family carers.

Professional duties also extend to children and vulnerable adults who are dependent upon the patient.

In case 2, Ann has significant caring responsibilities as a single mother of three children. The CMHT are
aware that a failure to take her medication leads Ann to become unwell and unable to provide care for her
children. It would be important here to assess whether or not using Ann'’s children as a lever would itself
increase the risk of Ann’s condition deteriorating such that her children are harmed or neglected. Equally, if
the CMHT decide that they have an obligation to take immediate steps to safeguard Ann'’s children, this duty
ought to be enacted, and making this course of action conditional on Ann’s choices would be unacceptable.

Obligations to members of the public

In case 1, the behavioural problems that Jack has displayed towards his parents might be evidence of
heightened risk to the public if the proposal to provide him with an unsupported housing placement is
made. Alternatively, this risk may be no greater than if the proposal were not made, or the heightened
level of risk can be managed such that the proposal would not impinge upon this duty.

There may also be limited obligations towards potential or future patients that fall within the scope of

the duty to benefit other individuals. Such patients would include those individuals with mental health
problems who have not sought help (or whose mental health problems have not yet developed), but who
meet (or will meet) the criteria for treatment in the service. It is possible that professionals’ actions could
undermine the delivery of sustainable and beneficial services to all patients. There is evidence, for example,
that people from black and ethnic minority groups perceive mental health services to be unresponsive to
their cultural norms and values?”*?”” and that these perceptions have resulted in individuals not seeking
help from mainstream services.?’®

Similarly, in cases of leverage, public perceptions of professionals making conditional proposals to patients
could give rise to the view that such proposals involve manipulating disempowered, vulnerable patients into
treatment to which they would not otherwise agree. This perception might, in turn, lead potential patients
to turn away from mental health services, potentially with negative consequences for their mental health
and well-being. Alternatively, widespread understanding that community mental health professionals offer
inducements to patients might encourage more individuals to make contact with services.

Boundaries of the duty to benefit

The scope of professionals’ duties to provide a beneficial service to the patient and other individuals is
broad, but not unlimited. It should be recognised that professionals may act in ways that are designed

to bring about additional benefits for themselves, their colleagues or others. A professional might use
leverage to meet targets for reducing involuntary hospital admissions, for example, or increasing the
number of patients discharged to GPs, set by the employing organisation. Alternatively, a professional
might justify an act of leverage on the grounds that she wishes to avoid the reputational damage that
might result from a non-compliant patient harming him- or herself or others: so-called defensive practice.

Such actions can be justified only if they are also judged as being likely to benefit the patient or the other
relevant individuals to whom this duty applies. There will be situations in which the benefits accrued through
the use of leverage will extend beyond the patient and other individuals to include benefits to the professional
issuing the proposal. In such situations, these additional benefits should be seen as positive by-products from
any duty-based justification for leverage, but should not motivate professionals’ decisions to use leverage.
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In addition to the obligation to deliver services that provide benefits to patients and other individuals,
community mental health professionals are obliged to treat all patients fairly. This is a well-established
ethical principle, endorsed across all health-care settings. If leverage is restricted to those patients who are
not treatment adherent, patients will be managed in ways that are not equivalent. In particular, when an
offer is made to influence a patient’s choice to accept treatment, those patients who have adhered to their
treatment regimes lose out on an option. Does this, as Szmukler?'? suggests, imply that patients are being
treated unfairly?

Most arguments concerning the fair distribution of resources require people to be treated equitably, but
not necessarily equally. Considerations relating to need and responsibility will be relevant here, but ethical
arguments about the allocation of health resources start from facts about comparable cost-effectiveness of
the interventions in question.?’##° All acts of leverage have an opportunity cost associated with them,

and community professionals need to be attuned to the fact that different acts of leverage will lead to
outcomes for patients at markedly different costs to the service.

The cost-effectiveness of a specific act of leverage should be compared against other acts of leverage,
other interventions provided by the service and the costs of not using leverage, such as those associated
with medication wasted as a result of non-adherence or increased hospitalisation. In case 1, the team is
proposing to facilitate Jack’s access to an unsupported housing placement on the condition that he agrees
to stop using cannabis. The opportunity costs associated with Jack’s acceptance of this proposal should be
determined. This placement will involve considerable expenditure and will require a substantial amount

of the team'’s time to arrange. The expected clinical benefit associated with the patient meeting the
conditions of the proposal, and the likelihood of this benefit accruing, would also need to be assessed.
Imagine instead that the team had proposed to improve Jack's well-being by expanding his social circle by
arranging a package of social activities for him. This alternative proposal would cost less and may involve a
less substantial time commitment. Both proposals would also need to be compared against other ways of
using resources within the service.

Another well-recognised ethical duty in health-care settings is the duty to respect patients’ autonomy.
Specific concerns relating to autonomy have been identified as central to making ethical judgements about
treatment in mental health.?®" Szmukler and Appelbaum,** for example, argue that the coercive force
applied in leveraging patients’ decisions about treatment undermines the voluntariness of those patients’
ability to act autonomously.

This argument is problematic. Leverage involves attempting to influence a patient’s behaviour. The patient
is not acting on the basis of the decision he or she would have made had no conditions been placed
upon his or her decision-making. Crucially, however, the patient remains able to decide between the
(conditional) choices he or she is presented with (as discussed in the previous section). Importantly, it is
precisely when a patient’s choices are manipulated in this way that he or she is forced to evaluate his or
her values and commitments in life. In case 2, proposing to Ann that her children may be placed on the
at-risk register if she does not engage with services requires her to assess the importance of having
continual access to her children against the value she places on living her life without the involvement of
support. In this sense, leveraging Ann requires her to be proactive in ascertaining what it is that she wants,
what she values and what is important to her. Such considerations are those that are typically seen to be
relevant to the exercise of personal autonomy.

To see the imposition of conditions on decision-making as a problem of voluntariness is to conflate
autonomy and liberty. Although autonomy concerns the value of a person being able to exercise their free
will, liberty concerns the value of a person being free to act without third-party interference.?®? Leverage
involves manipulating the range of options from which a patient can choose, and therefore raises concerns
about whether this action involves an unjustified infringement on the patient’s liberty. The imposition of
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such constraints does not, however, raise concerns about patient autonomy because leverage does not
impact on the exercise of free will. A competent patient is able to make a decision, one way or the other,
regardless of what conditions are placed upon his or her decision-making.

There will, of course, be acts of leverage that are problematic on the grounds that that they interfere with
the patient’s ability to exercise his or her right to basic freedoms. Instead of the case as it is presented,
imagine that a professional sought to leverage Ann by proposing to place her children in local authority
care if she failed to adhere to keep taking her medication. Such a proposal would impinge upon Ann’s
right to be free to raise her children and to forge a family. Teasing out whether leverage involves justified
or unjustified infringements on liberty can be ascertained, we believe, by examining whether or not the
proposal under consideration would lead to the mental health professional acting in a way that is
proportionate to the benefit that is likely to be accrued in making the proposal. Thus, it would be ethically
justified to leverage Ann in this way if the expected consequences of doing so were positive for either her
or her children. This way of articulating the justification for threatening to restrict patients’ freedoms is, of
course, the same justification that underpins other ways of justifying restrictions of personal liberty in the
mental health context, most notably the use of compulsory powers of detention and treatment.

In community mental health services, patient autonomy is respected by adopting models of shared
decision-making for treatment planning with a view to achieving a therapeutic alliance?®® or through
the use of mechanisms for advanced treatment decision-making.#"?8+2% |n circumstances in which a
patient has previously agreed to a comprehensive treatment plan, the use of leverage in a way that has
not been endorsed by the patient in the development of this plan would be ethically problematic on
autonomy grounds.

The manipulation involved in imposing conditions on patients’ choices also means that it is important to
ensure that the patient is aware of exactly what will happen if he or she decides or refuses to accept the
proposal. As discussed above (see Chapter 19), there is evidence to suggest that patients experience
leverage (i.e. think that their choices are conditional) even when professionals have left open how they will
act if the patient does — or does not — act in a particular way. Given the complexity in how treatment
relationships and patients’ attitudes vary over time, there may often be uncertainty in how patients
interpret the management of their care, particularly with regards to coercive interventions. In case 2, Ann
is told that the next time she becomes unwell and requires hospitalisation, ‘it is likely’ that social services
will become involved and assess her children’s welfare. This may be an act of leverage, or, if no conditions
are being placed on Ann’s behaviour, it may be an instance of attempted persuasion by the team, or a
‘simple prediction’ (see Chapter 19) outlining what will happen to Ann'’s children if she continues to act in
the way she has previously. It is equally important, therefore, that professionals are able to recognise when
they are using leverage and that this is made clear to patients.

Conclusions

® We propose a five-step framework for the determination of the ethical status of offers by mental
health professionals, designed to be a practical tool for decision-making.

® We have given detailed guidance for professionals about how to exercise leverage, based on
four duties:

to benefit the individual patient

to benefit other individuals (particularly carers, dependents and the wider public)
to treat patients fairly

to respect patients’ autonomy.

O 00O
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Chapter 21 ULTIMA discussion and conclusions

The key findings of the ULTIMA Study are shown in Box 9.

BOX 9 The ULTIMA Study: key findings

ULTIMA Quantitative Study

e One-third (35%) of our sample reported lifetime experiences of leverage.

e This was lower than the level reported in the USA (51%).

e Housing leverage was the most frequently reported type (24%).

e Rates of most leverages among patients with substance misuse diagnosis (63% reporting any leverage)
were higher than those in the USA and our other subgroups (AOT, CMHT-psychosis, CMHT-non-psychosis).

e Patients were more likely to report leverage if they:

o had experienced repeated hospitalisations
O had a substance misuse diagnosis
o were more insightful.

e They were more likely to report multiple types of leverage if they:

o had a substance misuse diagnosis
o did not live independently
o had a history of imprisonment.

e Patients in the mental illness groups were more likely to report leverage if they:

o had children aged under 18 years
o had a diagnosis of schizophrenia
o did not live in independent accommodation.

e They were more likely to report multiple types of leverage if they had children under 18 years.
e Reporting leverage made little difference to patients’ assessments of the coerciveness of their care and its
fairness and effectiveness.

ULTIMA Qualitative Study

e We identified a patient-derived concept of leverage, based on the presence of conditionality, a lever and
the perceived power of the agent to bring about the stated consequences.

e Patients’ experiences of pressure were wide-ranging and pervasive, related to many aspects of their lives.

e They perceived pressures to come from family and friends and themselves as well as professionals.

e Pressure was seen as linked to the proper execution of social roles.

® We found additional types of pressure to those measured in the Quantitative Study.

e These pressures were embedded in the context of people’s lives.

e Patients’ medication practices were highly situated social processes.

e Professionals were committed to patient-centred approaches but felt obliged to assert their authority when
patients deteriorated after refusing services.

ULTIMA Ethical Analysis

e We propose a five-step framework for the determination of the ethical status of offers by mental health
professionals, designed to be a practical tool for decision-making.
e We have given detailed guidance for professionals about how to exercise leverage, based on four duties.
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This discussion chapter draws substantially on papers published by members of the OCTET Coercion
Programme Group: Burns et al.,'"® with permission from the Royal College of Psychiatrists; Canvin et al.,**°
with permission from Elsevier; and Rugkasa et al.,*** with permission from Springer Publishing Company.

This was the first study of informal coercion in England. It demonstrates that informal coercion in general
and leverage specifically are common in public mental health services here when they are dealing with
individuals with significant levels of symptoms and disability. We examined patients’ experiences of leverage
according to predefined measures but also examined the degree to which they perceived their care to be
coercive, fair and effective. The Qualitative Study also considerably extends our understanding of informal
coercion and its scope, based on the perceptions of both patients and mental health professionals.

A substantial proportion (one-third) of our whole sample of 417 patients reported the experience of
leverage (feeling pressured to adhere to treatment) at some point in their lives, when asked about the
predefined types of leverage (finance, housing, criminal justice and child access). The highest rate recorded
was for housing leverage: one-quarter of the sample reported having been told that their access to
housing was contingent on cooperating with treatment. There was little evidence that lifetime experiences
of leverage made a difference to patients’ perceptions of the coerciveness of their recent care in general.
They were equally balanced between rating their experiences of leverage as more coercive or as less.

From our qualitative work with patients, a distinction emerged between leveraged and non-leveraged
pressures. We produced a patient-derived concept of leverage, based on the presence of: conditionality,

a lever and the perceived power of the agent to bring about the stated consequences. Studies of
community mental health patients rarely consider how the broader context of patients’ lives influences
their medication practices or how they perceive mental health professionals’ attempts to influence these
practices. The sociocultural environment in which patients’ attitudes develop and characteristics come into
play is also often overlooked. Our analyses extend the understanding of leveraged and non-leveraged
pressures in relation not only to treatment adherence, but also to other aspects of patients’ mental

health and well-being. We also identified that patients may experience pressure related not only to their
medication but also to wider aspects of their well-being and social roles. These pressures were situated in
the complex sociocultural contexts of individuals’ lives and were placed upon them by health professionals
and family friends but also by themselves.

For professionals, an ideal model of the therapeutic relationship in which courses of action might be
negotiated with the patient was shown to come into conflict with a model of professional authority drawn
on when acutely unwell patients refuse services. There were remarkable similarities between the kinds of
informal coercion described by patients and mental health professionals. Albeit presented and evaluated

in different ways by the two samples, the types of pressures reported concurred. Both groups described
pressures to engage in treatment as well and to stay well more generally, with the aim of achieving
long-term stability. Both groups also emphasised how patients’ previous experiences may lead them to
perceive influence as coercive.

On the basis of the qualitative work conducted here, we also undertook a conceptual and ethical
analysis of informal coercion in community mental health care, and from this analysis produced ethical
guidance for professionals. This emphasised, above all, the degree to which using informal coercion
ethically is a nuanced process, contingent on patients’ individual circumstances and the context in which
both parties operate.

Leverage in our Quantitative Study relating to the four predefined categories (finance, housing, criminal
justice and child access) varied considerably across the four groups within the whole ULTIMA sample.
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Although individual mental iliness diagnoses did not demonstrate significant associations with rates of
leverage in the multivariate analyses, the broad clinical samples certainly did: the younger substance misuse
group reported the highest level of leverage, even higher than in the whole US sample (63% compared
with 51%). Levels of leverage were lower in the psychosis groups but lowest in the CMHT-non-psychosis
group, reflecting the relative severity of illness in these groups.

Housing leverage, reported by one-quarter of our sample, was substantially higher in the substance misuse
group (44%), presumably reflecting the practice of many landlords (both private and public sector) of
demanding attendance at drug programmes as a condition of tenancy. The 20% rate found in patients
with psychosis represents the treatment requirement for access to hostel and supervised accommodation.

International differences in leverage

The level of leverage reported here, although significant, was substantially lower than that reported in the
USA (35% vs. 51%), even for the most commonly reported leverage in our study, related to housing
(24% in our sample vs. 32% in the US sample). The difference between the two would have been even
greater if we had removed child access leverage, which was not reported in the US study’ (although it has
been reported subsequently from the same sample?'®). This would have reduced the overall leverage of the
English cohort to 31%. This level was very close to that found by a study of the same types of leverage
conducted in Switzerland (29%).%4’

Compulsion in the community was available in the USA during the Monahan study (‘mandated outpatient
commitment’, equivalent to CTOs in England) and was experienced by 12-20% across the US sites.”%¢
Community compulsion was not available in the English context at the time of the ULTIMA Study and thus
was not studied here; the US data on compulsion were not included in our comparison. Although it had
no direct impact on the leverage figures reported, this does alert us to important differences in service
context between the two jurisdictions at the time of the ULTIMA Study.

The most striking difference between the two national samples was in the use of money as a form of
leverage. Over half of the US sample (n=519) had a financial guardian or someone unofficially managing
their money. Of these, 121 (32%) patients reported that receiving it had been made dependent upon their
accepting treatment. In the English sample, 165 (40%) reported that they had someone managing their
money but only 10 (6%) reported financial leverage. Money management remains a controversial issue in
England and few teams use it or feel comfortable with it. Half (n = 5) of those reporting it as a form of
leverage were in the substance misuse group and this may have been perceived as coming from families,
as the clinical teams did not use it. Some AOTs in England are experimenting with its use.?®

The US has a highly developed system of ‘drug courts’ and, more recently, ‘mental health courts'??
dedicated to trying and sentencing individuals with behavioural and mental health problems. England does
not have such a system but utilises a range of court diversion schemes whereby individuals are identified
pre-trial and diverted into the health-care system. There is a risk with the English patients that they may not
fully have registered that they were being diverted. In the USA, by contrast, the coercion is explicit in the
sentencing procedure: ‘choose treatment or punishment’. In England, the patient is more often encouraged
to seek treatment and the diversion nurse or psychiatrist then advises the court, which may agree to drop
the case. In many cases (especially where the patient is acutely unwell), the patient may never even enter the
court and face the judge or magistrate. It is thus possible that there were patients in the English sample who
were subject to the equivalent of US criminal justice leverage in this less formal way, but failed to register it.

The differences we found between the English and US samples seem to reflect the very different
approaches to social supports and welfare benefits in the two countries (as an international symposium on
coercion involving the Monahan group and some of the OCTET Coercion Programme Group repeatedly
highlighted). The European perspective is one characterised by a pervasive belief in the so-called
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entitlement of disabled individuals to a wide range of social benefits (e.g. housing, financial support). In
the USA this is less likely to be an automatic entitiement and targeted where it is likely to do most good.
The patients in the US study’ were, however, generally in receipt of these benefits and it is possible that
higher rates of leverage in that study may reflect the more widespread sense of entitlement in the English
sample rather than any higher actual leverage in the US sample.

Such contrasts may mean that some leveraged pressures may be viable in one context and not in another.
In England, for example, it is unlawful under the Welfare Reform Act 2009% for social security benefits to
be made contingent upon acceptance of treatment. English and other European citizens have welfare
entitlements independent of their mental health status?*'% in contrast with Canadian citizens,?° for
example. In the USA, meanwhile, the use of leverage is described without question.®*?® Furthermore, to
threaten detention to induce patients to consent to hospital admission or treatment is prohibited by the
English MHA Code of Practice.®® Nevertheless, although prohibited, both patients and clinicians will be
aware that statutory powers can be invoked, with subsequent consequences for patients’ legal status,
rights and freedoms. This awareness feeds into a ‘coercion context’,>*?°" an idea we discuss further below
(see Informal coercion in the context of patient—professional relationships). According to the criteria
emerging from the ULTIMA Qualitative Study (also discussed below; see A patient-derived concept of
leveraged and non-leveraged pressure), this would amount to a form of non-leveraged pressure, on
account of its unspoken and indirect nature.

Table 65 summarises the findings of our primary and exploratory analyses.

The only patient characteristics significantly associated with reporting any type of leverage according to our
primary analysis were having a substance misuse diagnosis, having experienced more than two hospitalisations
and better insight. Our exploratory analyses also suggested an association between reporting any leverage and
having a longer duration of psychiatric history and more previous hospitalisations. In the US study,” reporting
any type of leverage was found to be associated with more factors, possibly because of their larger sample
and greater clinical variation: being younger, having poorer functioning, having had more hospitalisations and
having spent longer in treatment. This was a similar picture in terms of a broad definition of long-term illness
and poor functioning. When examining variables associated with reporting more than one type of leverage
(not tested in the US study’), we found this to be associated with not living in independent accommodation,
substance misuse and having ever been imprisoned. The exploratory analyses also suggested associations with
substance misuse and imprisonment.

When examining variables associated with each of the four types of leverage, our primary analysis found
no variables to be associated with housing, financial or child access leverage. The exploratory analyses
suggested associations between housing leverage and substance misuse diagnosis and not living in
independent accommodation — and between child access leverage and age and having had more than two
previous hospitalisations. The primary analysis found only ethnicity to be associated with criminal justice
leverage, whereas the exploratory analyses supported this and also suggested an association with not
living alone.

Overall, then, leverage was most likely to be associated with factors linked to poorer functioning and
longer history of illness (such as substance misuse, previous hospitalisations, poor social functioning or not
living independently). Having ever been imprisoned more than doubled the likelihood of reporting more
than one type of leverage, although having had a criminal conviction did not. A history of imprisonment
was not associated with criminal justice leverage, as might be expected, but ethnicity was: those who were
non-white were 10 times as likely to report criminal justice leverage. This striking finding may reflect the
realities of the criminal justice system. Having children aged < 18 years, particularly if in regular contact or
living with them, made patients more likely to experience leverage overall. Having better insight into and
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TABLE 65 Summary of primary and exploratory multivariate analyses (ORs)®

Housing

Financial

Criminal Justice

Child access

Any leverage

More than one

None

None

White ethnicity (0.1)°

None

Substance misuse (5.7)

More than two
hospitalisations (2.8)

Insight (2.0)

Independent
accommodation (0.5)°

Substance misuse (3.0)

Imprisonment (2.4)

Substance misuse (4.4)

None

White ethnicity (0.2)°

Age (0.4)

More than two
hospitalisations (7.0)

Substance misuse (8.3)

More than two
hospitalisations (3.2)

Duration of psychiatric
history

Insight (1.9)

Substance misuse
(12.5)

Independent
accommodation (0.4)°

Substance misuse
(4.5)

None

White ethnicity
(0.02)°

Living alone (0.02)°

More than two
hospitalisations (6.9)

Substance misuse
(6.0)

More than two
hospitalisations (3.1)

Substance misuse
(9.0

Imprisonment (3.0)

Male (1.59)

Substance misuse (0.64)°
BPRS (1.43)

GAF (0.66)°
Hospitalisations (2.93)

Outpatient visits (1.49)

Age (older less likely,
0.61)

Psychotic disorder (1.62)
Substance misuse (1.97)

Insight (above median
less likely, 0.55)

Hospitalisations (1.97)
Age (0.53)°

Male (1.59)
Substance misuse (1.93)

Psychiatric
hospitalisations (1.85)

Years in treatment
(1.65)

NA

Age (0.65)°
GAF (0.62)°
Hospitalisations (2.89)

Time in treatment (1.43)

NA

NA, not applicable.
a All ORs indicate a positive relationship (more likely) unless stated.
b Preceded by univariate analysis.

c Patients with this characteristic were /ess likely to report the leverage.
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attitudes towards illness also made reporting any leverage more likely: a somewhat surprising finding,
which was in contrast with the US study.’

Leverage within the mental illness groups

Because the substance misuse group was so different from the three mental illness groups in our study, we
repeated our analyses for the mental illness groups combined (something not done by the US study’). The
homogeneity of this mental illness group allowed for more patient characteristics to emerge as significantly
associated with different leverages; although our findings for financial and criminal justice leverage did not
change when only the mental illness group was included, housing leverage and child access leverage were
associated with different variables in these analyses. Some of these findings are not easily interpretable
and would need to be pursued further through theoretical work and a priori testing.

Patients in the mental illness group were more likely to report any type of leverage if they had children
aged under 18 years, were not living in independent accommodation, had schizophrenia (compared with
major depression), had had more previous hospitalisations and had better insight. They were also more
likely to report more than one type if they had children aged under 18 years. For those who had children
aged under 18 years, having contact with the children less frequently made them less likely to report child
access leverage. Those who did not live in independent accommodation and had poorer functioning were
much more likely to report housing leverage: this is to be expected as poorer functioning is likely to be
associated with a need for supported housing. The same was true for those who had spent more years in
education, a finding that is less easy to interpret.

Perceived coercion

There was little evidence that patients’ experience of the four types of leverage investigated here had
much bearing on their perceptions of the coerciveness of their care in general, as experienced in the

6 months prior to interview, or on their perceptions of the fairness or effectiveness of the treatment
pressures they had experienced. Our focus was on lifetime experience of leverage and on perceived
coercion, fairness and effectiveness in the previous 6 months. This is unlikely to have accounted for the
lack of association, however, as when patients were asked to identify the specific leverage or leverages
they reported against a continuum of coerciveness from persuasion to compulsion, they were equally likely
to identify these experiences as being at the more benign, less coercive, end of the spectrum than the
more coercive end. These findings contrast with those of the Swiss study?*' that perceived coercion was
associated with leverage experience, although the authors also noted that ‘the relation between perceived
coercion, fairness and effectiveness appears to be more complex’ than this finding suggests. Our results
seem to bear out those of our Ethical Analysis: that distinguishing between a threat and an offer, or
judging the degree of coercion involved in an offer, is a complex matter — as much for patients as for
mental health professionals — and owes a great deal to individual circumstances and context.

There were, however, some indications of which groups of patients were more likely to rate their care as
more coercive, although the magnitude of most of the associations found was small. Patients tended to
perceive their care as more coercive (with higher perceived coercion, more negative pressures and feeling
that they had less of a say in their care) if they were less satisfied with services, had poorer therapeutic
relationships and were more negative about taking medication. They also perceived their care as more
coercive if they had had involuntary hospitalisations, lived in supported accommodation or were homeless
and were non-white; they tended to prefer not to be involved in decision-making or have information about
their treatment shared with them. By contrast, patients tended to regard any treatment pressures that they
had experienced as more fair and more effective if they had better therapeutic relationships and satisfaction,
and were more insightful, and also if they had had fewer past hospitalisations and fewer outpatient visits.
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A clear picture thus emerged of patients regarding their care as less coercive, fairer and more effective
when they were more satisfied with services and were more positive about the relationship with their care
coordinator, although no direction of effect can be inferred from our findings. Similarly, patients who
experienced housing leverage were also likely to regard the housing leverage as more coercive if they were
less satisfied with services. They were also likely to regard it as more coercive if they preferred to be
involved in decision-making and were older. By contrast, those experiencing criminal justice leverage were
more likely to regard it as more coercive if they had had a higher number of outpatient visits, suggesting
that for this group, more contact with the outpatient service was perceived as more coercive.

A patient-derived concept of leveraged and non-leveraged pressure

The use of conditional proposals among mental health professionals has been described as the provision of
‘contingent support’.2%® The empirical literature, however, either describes different types of pressure in
isolation from one another or conflates them without an overarching conceptual framework that would
capture the distinctions between them. For example, the work of Monahan et al.” deals exclusively with
‘leveraged treatment pressures’; the study by Angell et al.?% includes only ‘treatment pressures’ and

does not distinguish clearly between leveraged and non-leveraged pressures. Neale and Rosenheck’s?%
description of ‘therapeutic limit setting activities’ captures what we call leveraged and non-leveraged
treatment pressures and stay well pressures, but is limited to mental health professionals in the USA.

The ULTIMA Qualitative Study suggested that leveraged pressures can be distinguished from other types of
pressure on the basis of three particular characteristics (see Box 7). conditionality, a lever and the perceived
power of the agent to bring about the consequences. This definition significantly extends the scope
identified in the literature.

Our definition of leveraged pressure includes the pressure to adhere to treatment and to stay well.
Although the goals of leverage have been described as including adherence to broader social acts,** only
leveraged treatment pressures have thus far been studied. Our analysis has shown that patients experience
leveraged and non-leveraged pressure in relation to other aspects of their mental health and well-being,
not just treatment adherence. Moreover, pressure is applied by a wide range of individuals from within but
also beyond the mental health team. With one exception,?? the literature to date only focuses on pressure
applied by mental health professionals.

Our definition of leveraged pressure also captures pressures described in the literature that are not
identified as leverage. Our analysis suggests that these pressures, such as ‘positive pressure’ (e.g. emotional
bonds, reciprocity, information provision), rewards or incentives, freedoms (e.g. taking medication
unsupervised),?® ‘contingent support’ (e.g. the offer of help finding employment contingent on medication
adherence) and ‘informal coercion’ (e.g. threat of involuntary hospitalisation)?®® have the potential to be
classified as leveraged pressures. Although only provisions related to housing, child access, finances or
criminal justice have been described as levers in the literature, we thus identified a much wider variety of
levers in patients’ accounts, including, for example, access to, or discharge from, services or reinstatement
of a driving licence.

We also identified various non-leveraged pressures. Our analysis of patient experiences suggested that
non-leveraged pressures arise not only via interpersonal interactions, but also from social expectations
(patients’ understanding of ‘how things ought to be’) or transmitted through the experience of fellow
patients. They include non-conditional pressure (pressure without consequences) and simple predictions of
consequences. Our findings are thus in line with Szmukler and Appelbaum’s?®* view that the element of
conditionality adds another (potentially coercive) dimension to the kinds of proposals made to patients by
clinicians. Szmukler and Appelbaum?®* suggest that without conditionality such proposals simply amount
to what they term ‘unwelcome predictions’ (e.g. where a clinician predicts that by ceasing to take
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medication, a patient will jeopardise their accommodation). In the absence of conditionality, such
unwelcome predictions may be experienced as non-leveraged pressure.

The conceptualisation of the various types of pressure experienced by patients is important because it gives
professionals and researchers a more rounded picture of what drives patients’ behaviour. Although we
have paid close attention here to patient—professional relationships, our analysis of patients’ medication
practices suggested that these are also situated in the wider social context of their family, employment,
financial and housing circumstances; the mental health system and their team; their observations of others;
and their past experiences and future expectations and concerns. We conclude that taking the situatedness
of patients’ medication practices into account may offer fresh insights into why patients do or do not take
their medication as prescribed.

Informal coercion in the context of patient-professional relationships

Current mental health policy is focused on community care and encourages patient-centred approaches.’’
Relationships are envisaged as mechanisms for mental health service delivery.'*¢?% To the extent that
mental health professionals are involved today, more than previously, in the private spheres of patients’
lives, deinstitutionalisation might be viewed as having changed not only the locus of care, but also,
arguably, the relationships and interactions between mental health professionals and patients.?*2°* Qur
study of community mental health professionals highlights some aspects of how they conceptualise these
interactions, which, in turn, help us gain a better understanding of their practice.

Mental health professionals’ emphasis on the importance of their relationships with patients was a
recurrent theme in the focus groups. This has also been, as described above (see Part 4, Chapter 17), a
central feature in the discourse on mental health services.?'%7245°248 The focus group participants clearly
stated that they wanted patients to adhere to treatment and look after their social, physical and mental
well-being (i.e. to stay well). To facilitate this, the professionals attempted to build good, trusting
relationships, which were perceived as a prerequisite to establishing reciprocal agreements and, through
that, patient-centred care. This resonates with patients’ descriptions of pressure from professionals to stay
well, as well as to adhere to treatment.

In practice, however, professionals suggest that they may need to assert their professional authority in
these interactions when acutely unwell patients refuse services, presenting this as a necessary tool, albeit
one with the potential to threaten relationships. In this context, they presented themselves as having a
unique overview over what constituted patients’ best interests and, occasionally, an obligation to act
against patients’ wishes. As a consequence, they described interactions occurring in a context that might
evoke perceptions of coercion that would affect, and sometimes threaten, the very relationship that was
considered a prerequisite for patient-centred care. This represents two overarching — and potentially
conflicting — processes by which professionals sought to influence patients: one based on engagement
facilitated by reciprocal relationships and one based on professional authority.

The first process of reciprocal relationships touches on a central feature of sociological theory, which is
rarely applied to the study of community mental health services. This involves the understanding that the
giving of gifts (material or symbolic) creates obligations in recipients to accept and reciprocate. Such
universal reciprocal mechanisms are thought to constitute the foundation of relationships, feelings of
community and trust.?*2%° @ye®* suggests that creating bonds and alliances with patients has always been
a central feature of psychiatry, and applies this notion of reciprocity to an analysis of interactions on an
inpatient ward. She describes how hospital ward staff sometimes provide services or favours that extend
beyond their professional duties, such as giving patients cigarettes or staying on after their shift to provide
support. These ‘gifts’ create expectations, she argues — among staff and patients alike — that patients will
participate in the therapeutic activities offered. Many of the influencing behaviours identified in the
literature (see Part 2, Chapter 5: Box 4) and in our data rely on similar reciprocal expectations.
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Forming relationships that create reciprocal obligations in patients who are reluctant to take treatment
might, on the face of it, appear manipulative. If, however, reciprocal obligations are inherent in all social
relationships, this might simply tell us that the relationships between mental health professionals and
patients rely on the same social mechanisms as most others. The context of deinstitutionalised services
means that traditional boundaries between professional relationships and friendships become blurred
(e.g. when giving practical assistance in the home?®). The deinstitutionalised nature of the services
provided by mental health professionals participating in our study thus arguably provides wider scope
for initiating reciprocal obligations than the hospital setting because interactions occur across a broader
range of arenas in patients’ lives, including those that are private, domestic, social and familial.

The second process relates to how reciprocity works in a context where one party ultimately holds
authority to compel the other. This makes them unlike many other social relationships and, arguably, ones
where reciprocal exchange cannot be balanced.?*® Although professionals in our study emphasised their
efforts to negotiate ‘fair’ solutions, the reciprocal dimension to relationships between professionals and
patients with severe mental illness differs from many other social relationships with regard to at least two
inherent power dimensions. First, one party is employed to create a professional (i.e. not personal)
relationship with the other (whether or not the other wants this) which, as shown, extends into the private
sphere of the other’s life. Second, one party may compel the other if needed. Sjostrom?° describes how
the latter power differential forms part of the context surrounding these relationships. In an analysis of
interactions in a psychiatric ward, he shows how clinicians might (consciously or not) evoke a coercion
context on the basis of patients’ previous experiences. A patient who has been under compulsion a
number of times, for example, might interpret a statement of how he or she ‘must’ or ‘ought to’ do
something differently from patients without this experience, even at times when treatment is voluntary
(i.e. not legally mandated). As we have argued above, in community care, simple predictions of how
compulsion might become necessary might similarly evoke perceptions of a coercive environment.

Our data indicate that mental health professionals perceived that these power dimensions in some cases
permeated their interactions with patients. Their professional authority was acknowledged as giving them
an ‘advantage’ in negotiations and stood in contrast to their expressions of an ideal, more balanced,
professional—-patient relationship. According to mental health professionals, the awareness of the possibility
of compulsion could therefore be enough to undermine trust, and subsequently threaten patient-centred
care and recovery. This has also been reported by patients receiving community care.?*® Perceptions of
services as coercive might be a barrier to people seeking care, as suggested by recent studies of CTOs.?'%%"
Our analysis has shown that this coercion context, in addition to the effect on patient experiences as
reported by others, forms part of how professionals conceptualise their role and produces potential
conflicts between the inherent care and control aspects of that role.

This dual focus on patient-centred approaches and professional authority is accepted as a core part of
service delivery. It is, however, understood by professionals as having the potential to undermine their
interactions with reluctant patients. Our findings highlight how subjective experiences are central to
understanding the micro-level dynamics of clinical encounters and how they impact on, and are influenced
by, the implementation of policy. Given that current mental health policy gives a central role to therapeutic
relationships, the conceptualisation of these relationships by professionals found here — namely, their
awareness of a profound tension between a patient-centred, reciprocal model and the authority context in
which they operate — highlights the very real difficulties they face in implementing such policy.

Ethical implications of informal coercion

Our study has also shed light on the range of positions in which professionals find themselves, ethically,

in their relationships with patients, particularly when patients refuse their intervention. We have set out a
framework for judging the ethical status of an offer. This framework does not provide an algorithm, but it
does provide mental health professionals with a practical tool for making decisions. Because the normative
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considerations that are salient within this framework are generally those with which professionals are
familiar (professional duties of care, foreseeable consequences and decision-making capacity), such a
framework is likely to be useful for the practice of community mental health care. The judgements that
need to be made require considerable understanding of the patient and they will often best be made after
integrating information from several sources. The case conference might be an appropriate setting within
which this framework is applied. It is important to recognise, however, that this framework will need to be
applied pragmatically in view of the available evidence and must be subject to continual reassessment as
the contextual factors relevant to making judgements about each step within the framework change.

We have also outlined four ethical duties underpinning community mental health care, which are relevant
to making ethical judgements about the use of informal coercion: to benefit the individual patient; to
benefit other individuals; to treat patients fairly; and to respect patients’ autonomy. The practical
requirements that follow from these duties for the acceptability of specific acts of informal coercion have
also been considered. Professionals must determine whether or not the use of informal coercion will
involve care being provided in ways that are consistent with the requirements of these duties, regardless of
whether the patient accepts or rejects the terms of the proposal. Although informal coercion is widely used
within community mental health care, the complexity of clinical practice means that a judgement about
whether a particular instance of informal coercion is right or wrong will not be straightforward. Instead,
informal coercion, as a mechanism for attempting to influence patients’ behaviour, can be considered to
be ethical only once the professionals have reasoned through the four duties (see Chapter 20), in view of
the patient’s individual circumstances.

None of these four duties can be determined a priori as overriding, and all ought to be given due
consideration. As with the framework for judging the ethical status of an offer, it is helpful to conceive of
this process of making ethical judgements not as an algorithm for decision-making, but as a process akin
to that of conducting risk assessments. Although informal coercion could be used unethically, because
these decisions are in clear violation of one or more of the relevant duties, it is also possible that more
than one course of action may be ethically defensible.

Notwithstanding this observation, a number of difficulties associated with translating the four duties into
the decision to use informal coercion remain. First, professionals will need to ascertain how the specific
requirements of each duty relate to each decision about informal coercion that they make. This is
particularly challenging because we have identified competing accounts of the relevant considerations
required to act in line with each duty. We have shown how the ethical duty to benefit a patient, for
instance, differs depending on how patient benefit is conceptualised. Mental health professionals also
need to consider the weight they give different kinds of outcomes. In particular, the comparative
importance of subjective quality-of-life outcomes and objective social and biomedical outcomes (such as
expected reductions in symptoms and increased involvement in employment or community activities)

will need to be weighed up in the decision-making process.

Second, mental health professionals will have to make judgements between duties when these pull in
opposing directions. It is possible that an ethical assessment of a particular instance of informal coercion
concludes that it will probably lead to significant improvements in the patient’s health and well-being, but
also result in other patients receiving fewer resources and an extra burden being imposed on the patient’s
carers. Alternatively, the identified clash might be between clinical evidence, suggesting that informal
coercion will bring benefits to the patient and others, and such an action failing to respect the patient'’s
autonomy. Should informal coercion be used in such situations? There are no straightforward answers to
such questions and professionals will need to weigh up the comparative importance of particular duties in
their professional setting, given the specific details of the situation in question.

Finally, there is a tension between conceiving of informal coercion as a single, isolated proposal for the

purpose of ethical assessment and the fact that such a proposal will most often be part of a multifaceted
and ever-evolving package of care. Although we do not advocate dissecting every care management
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decision made for patients within practice settings, it is important for mental health professionals to be
attuned to how changes to patients’ care and treatment plans might amount to attempts to leverage
patients in ways that are not ethically justified. Ethical analyses of acts of informal coercion may be
undertaken beforehand, or as part of a post hoc review of a case.

Clearly, the process of making ethical judgements that we have outlined here should be done in a

flexible and pragmatic manner, as a patient’s circumstances change or new evidence about the wider
consequences of the use of leverage comes to light. Careful thought must be given as to how the
assessment of informal coercion will take place in practice and how this assessment can be incorporated
into service audit. We believe that, again, the case conference or team meeting is an appropriate setting in
which such judgements can be made productively by professionals.

Intervening with severely ill groups

In the mental illness groups in the Quantitative Study, leverage rates were associated with increasing
severity of illness. Mental health professionals are likely to intervene more robustly when faced with
patients who are more severely ill. Similarly, mental health professionals reported in the Qualitative Study
that they felt obliged to draw on a more authoritarian model when dealing with patients who were
relapsing but refusing their services. The high levels of leverage in substance misusers may reflect a
tougher negotiating approach to individuals generally perceived to have more control over their behaviour.

Both patients’ and professionals’ perceptions about and experiences of informal coercion may have
implications for the therapeutic alliance.?'® We have highlighted the broad range of treatment pressures
experienced by patients as additional, potentially competing demands. Professionals’ exploration of these
with patients might help strengthen the therapeutic alliance. We found in our Quantitative Study that
patients were likely to perceive their relationships with care coordinators and services as a whole as being
poorer when they also felt more coerced; our Qualitative Study findings also showed that interactions not
intended to be pressurising by health professionals may be perceived as such by patients, an observation
also made elsewhere.?%+2% This is borne out by the finding of the Ethical Analysis that for an act of
leverage to be ethical will depend on a range of individual and contextual factors in each situation.

This reiterates the importance of ensuring that information is understood correctly in therapeutic
interactions.?® An improved understanding of these different pressures could also contribute to the
development of guidelines and safeguards to ensure that pressure is not applied inappropriately or
unlawfully. Mental health professionals also highlighted a fundamental conflict, however, in that the
perceived need to draw on their professional authority when faced with patients refusing treatment may
be at odds with the notion of a trusting therapeutic and patient-centred relationship.

Limitations

ULTIMA Quantitative Study

The ULTIMA Quantitative Study had several limitations. In collecting types and levels of leverage from
patients, it reported experience of leverage without third-party corroboration. Some of the leverages
reported would probably have been disputed by the clinicians. Many mental health professionals may strive
to recast leverage as persuasion, that is, to move it towards the less coercive end of Szmukler and
Appelbaum’s continuum.?* Leverage may also sometimes have been applied (particularly in court diversion
schemes) but not recognised as such.

We were obliged to use differing sampling strategies for the different teams in the Quantitative Study, but
it is unclear what effects this may have exerted. Our refusal rate was more than twice that in the US study
sample’ (31% compared with 2-15%). The reasons for this are unclear. Although the direction of any
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potential bias is not obvious, it cannot be discounted that patients with higher levels of leverage may have
been more likely to refuse, thereby reducing the reported English levels.

Higher levels of leverage were demonstrated to be associated with acts of violence (18-21% in the
preceding 6 months) in the US sample.? In the absence of comparable violence data in the English
sample, we cannot estimate whether or not it might have accounted for the reported leverage differences.

We did not collect data about patients’ actual treatment adherence, and are therefore unable to comment
on whether or not this was affected by the pressures they perceived. To make any claims as to the efficacy
or effectiveness of the informal coercion we describe here is beyond the scope of this study. Our aim,
however, was to understand the range of pressures experienced by patients and how these relate to the
narrower concept of /leverage already defined from the professional viewpoint in the international
literature.

ULTIMA Qualitative Study

The use of patients’ recollections and interpretations of complex interventions in the ULTIMA Qualitative
Study might be seen as a potential limitation. Nevertheless, it has enabled us to see that from a patient
perspective, the pressure from mental health services to engage with treatment is only one of a number of
pressures that they face. This approach has also permitted insight into the range of pressures experienced
from within and beyond mental health services, all of which may shape patients’ interactions with mental
health professionals.

The ULTIMA Qualitative Study was based on relatively small samples and limited to one NHS trust; patients
and professionals from other areas might have different experiences. The pressures reported here are,
however, similar to those identified elsewhere (see Part 4, Chapter 19: Box 4). A strength of the focus
group study was the multidisciplinary nature of the sample, which facilitated analysis of team-based service
delivery, in line with current practice. Although individual participants’ professions meant that their
practical interactions with patients differed, we found no systematic differences between professional
groups as to how they conceptualised their relationships with patients. Given our design, however, we
cannot conclude that these do not exist, and because varying levels of authority are vested in different
professions, we recommend that this be a focus for future studies. A strength of the interview study with
patients was how it used the ULTIMA Quantitative Study sample as a sampling frame, which ensured that
patients in the Qualitative Study had experienced a range of experiences of leverage and different types

of services.

Data collection for patients was undertaken before CTOs had been introduced in England and Wales, and
the focus groups with mental health professionals were held when they had been in existence for only a
few months. This would account for why the use of community compulsion was largely absent from

the data.

As explained above, the nature of qualitative work means that many strands are available for analysis.

In the analyses presented here, we deliberately focused on experiences of informal coercion, although the
patient narratives also included examples of supportive and non-pressurising service delivery. Similarly,

our focus on reasons for medication adherence excluded perspectives on non-adherence and the focus on
relationships, negotiations and authority from the professional perspective did not include the strong
concern with promoting independence that was also a common theme in the group discussions. These
further analytical strands will be pursued after the programme grant period.

Conclusions and implications

The patterns of reported leverage in the English and US samples were, despite some differences of
interest, more similar than different. Our findings, as well as the US ones, clearly indicate that a substantial

NIHR Journals Library www. journalslibrary.nihr.ac.uk



DOI: 10.3310/pgfar04210 PROGRAMME GRANTS FOR APPLIED RESEARCH 2016 VOL. 4 NO. 21

proportion of individuals in public mental health care do not feel entirely free in their interactions with
services. Although some pressure comes from family and friends, many experience mental health
professionals as coercing them. These findings may also have implications for the concept of consent to
treatment, as the MHA Code of Practice states that permission given by patients ‘under any unfair or
undue pressure’ does not amount to consent.

It cannot be simply assumed from our data, however, that our patients disapproved of informal coercion.
The literature indicates that patients may judge their coercion, whether formal or informal, to be either
wrong or right in hindsight, and even that they can judge it as ‘wrong’ but helpful *® This may be seen as
being borne out by the lack of evidence in our study that experiences of leverage made much difference to
patients’ perceived coercion. Indeed, there was some suggestion that for those reporting child access
leverage, the more coercive they regarded the leverage to be, the more effective they also believed it to
be. Although not analysed yet, there was also a suggestion in the qualitative data that some patients did
find some pressure helpful in some circumstances. (The analysis of these data will be presented in

future publications.)

Many of the types of pressure explored in the ULTIMA Quialitative Study are worthy of close inspection,
given that they are unmonitored and unregulated, potentially leaving patients without legal recourse
regarding their human and social welfare rights; and that European human rights legislation “fails to
capture much of the coercion experienced by patients in practice’ >’
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Part 5 OCTET Coercion Programme: impact
and dissemination, discussion, conclusions and

recommendations
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Chapter 22 Impact of the OCTET Trial

rom the outset there was considerable interest in the OCTET Trial. We presented the trial design and

hypotheses at close to 100 conferences and seminars during the preparation and recruitment period
(see Chapter 23 and Acknowledgements, Dissemination of the OCTET Programme). Although some
guestioned the need for a trial (either because they were convinced that CTOs would have clear benefits
or because they had no faith in them), most of these audiences were supportive of the need to test CTOs.
All responses underlined the need for conducting a trial. The participation in our annual CTO conferences
(see Chapter 23 and Appendix 4) showed a demand for obtaining information about how CTOs work and
for sharing experiences in how they were used in the period shortly after their introduction.

Since the Trial results were published in The Lancet in March 2013, there has been considerable interest
in the UK and internationally. The Trial has been reported in more than 20 newspapers, magazines,
websites and newsletters either based on that publication or on interviews with the Principal Investigator,
Professor Tom Burns. We have been invited to present our findings to practitioners, policy-makers, service
users and academics. So far, we have given 67 presentations on the findings from OCTET (the Trial and
the Qualitative and Capabilities Project substudies) in 22 different countries, and we have been invited to
write several expert reviews of the CTO literature.'®66392303 \We have met with the Department of Health to
discuss the implications of the research in the UK, and, recently, the report on the post-legislative scrutiny
of the MHA 2007, published by the House of Commons, recommended that current use of CTO should be
reviewed in view of the OCTET Trial results.3*

The OCTET Trial findings have also created some controversy. So far, we have been made aware of eight
published letters to the editors of academic journals®®3"" (including four in The Lancet) and three
published articles®'>3'* that have sought to criticise the trial on methodological grounds. These criticisms
usually revolve around the representativeness of the sample and the effect of protocol violations, and there
has also been some misunderstanding of the nature of the control condition (leaving hospital via Section
17 Leave). We believe that we have given robust answers to these criticisms®'>3'8 as we discuss below

(see Chapter 24). The OCTET Trial publications are also, however, being cited as representing a rigorous
study of CTO effectiveness. The article in The Lancet was recently listed as second of its top 10 psychiatry
papers in 2013, and also awarded the prize for the best article in 2013 by the Norwegian Network on
Acute Psychiatry.
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Chapter 23 Dissemination, wider impact and
capacity building

Publications and presentations

The OCTET Coercion Programme has to date produced 26 published papers and others are in preparation.
It has also given rise to an edited book,* reflecting international perspectives on community coercion.
We have presented studies from the Programme, particularly the OCTET Trial, 109 times to date, including
at nearly 100 conferences (see Appendix 4).

Organised events

We organised a series of OCTET conferences, held annually. These were attended by interested clinicians,
including those involved in the trial, and were attended by up to 90 people each time (see Appendix 4).
One member of the OCTET Coercion Programme Group (Dr Andrew Molodynski) is chairperson of an
international working group on coercion for the World Association of Social Psychiatry, in which two other
members of the group (Dr Jorun Rugkasa and Professor Tom Burns) are also involved. The group has its
own web page, and aims to promote education and awareness and provide links for researchers, clinicians
and users of services.

Replication studies

The ULTIMA study is currently being replicated in New Zealand, India, The Netherlands, Hong Kong and
ltaly, with a further study being developed in Norway. One replication study, in Switzerland, has already
reported its findings.?*’

Commentaries and discussion

The OCTET Trial in particular has been the subject of a number of commentaries and letters to journals;
we detail this below (see Chapter 24).

Parliamentary discussions

The OCTET Trial was cited in a parliamentary discussion of supervised community treatment in the
UK parliament.3%

Associated studies

The OCTET Coercion Programme has also generated a number of associated studies:
® Three studies conducted for the award of the degree of Doctor of Philosophy at Oxford University:

O ‘Continuity of Care and Patient Outcomes in Community Mental Health’ (Stephen Puntis):**' The
primary question of this thesis utilises the OCTET Trial sample to investigate, over a 36-month time
period, the association between coercion, continuity of care and patient outcomes.
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DISSEMINATION, WIDER IMPACT AND CAPACITY BUILDING

O 'The associations of informal coercion with legal compulsion, clinical outcomes and the therapeutic
relationship in community mental health care’ (Ksenija Yeeles):*?? This study investigates the
relationship of informal coercion with formal compulsion and with clinical outcomes. It also tests
whether the therapeutic relationship acts as a moderator of the relationship between treatment
under different duration of legal compulsion and patients’ perceived coercion.

O 'Psychiatric compulsion and long-term social outcomes for patients with psychosis: is there an
association?’ (Francis Vergunst):3?3 This study tests associations between the duration of compulsion
and 48-month social outcomes measured, using social network size, social inclusion and capabilities.

® An updated systematic review of CTOs.®
® A survey of psychiatrists’ views of CTOs in 2010 and a follow-up survey under way.
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Chapter 24 Criticisms of the OCTET Trial findings

As mentioned above, the OCTET Trial has provoked a vigorous international debate with several
published letters*®>3"° and even articles devoted entirely to critiquing it.?'>" These critiques mostly
revolve around the nature of the control arm, protocol violations, sample selection and the choice of
primary outcome measure. These publications have offered an opportunity to clarify inevitable confusions
arising from presenting such a complex trial in the condensed form required by The Lancet, and we have
responded to most of these critiques in print.'®3'>"® The same concerns were presented in differing forms
by several of the respondents and can be summarised as follows.

The use of Section 17 Leave as the vehicle for randomisation to the non-CTO arm was misunderstood as
‘an alternative community provision’, particularly by international readers.3%>3%3% As we have indicated
above (see Part 2, Chapter 6), clinicians in the trial used Section 17 Leave as envisaged, for a median of
8 days. A number of correspondents®3%314 confused the ‘total time under compulsion’ (which included
both the randomised compulsion and the duration of compulsion in readmissions, i.e. both intervention
and outcome) with the time under the initial compulsion of randomisation. Naudet and El Sanharawi®®’
guestioned the appropriateness of an intention-to-treat analysis when there is a significant proportion of
protocol violators. Others too have commented that the number of protocol violations was high. Our
per-protocol sensitivity analysis removing protocol violations, the standard method for addressing protocol
violations, did not alter the study findings. Naudet and El Sanharawi*®” requested, and received, data on
our violators to conduct an equivalence meta-analysis with data from all three RCTs, but the US triallists
have not been able to provide these to date.

The sample selection and its generalisability have also been questioned, suggesting that it could have
excluded the ‘clear’ CTO candidates who would benefit the most.2%310313314 Because of our study
structure, we are unable to comment on how our sample related to the total number of patients
considered for CTOs within the collaborating trusts. We were, however, able to confirm that their clinical
characteristics matched closely those in other published CTO studies and thus that they were not, as
suggested, a highly selected low-risk group.?®®3'* No patients were included who were not clear candidates
fora CTO.™

Following the first publication of our findings, two criticisms were regularly raised, particularly when OCTET
was presented to clinicians. The first was a need for a wider range of outcomes beyond hospitalisation.
The second was a concern that beneficial effects in some subgroups of patients might be masked by an
absence of effect (or even a negative effect) in other subgroups. We have since examined both of these
guestions by analysing our tertiary outcomes and conducting a prespecified subgroup analysis, neither of
which found any benefits from CTOs (see Part 2, Chapter 6, Results). Nor did the OCTET Economic
Evaluation find any beneficial effect of CTOs on patient-reported outcome measures of well-being, such as
health-related quality of life or capabilities.
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Chapter 25 OCTET Coercion Programme
overall discussion

he 2007 amendment of the 1983 MHA for England and Wales, and in particular the introduction of

CTOs, provided a stimulus for examining the nature and effects of coercion in mental health. Most
earlier studies had confined themselves to the extent and determinants of involuntary admission. This
work, however, had demonstrated that the patient experience was far from clear-cut, and many voluntary
patients experienced their care as coerced. Moreover, our preparatory review of the evidence found that
the effect of CTOs on patient outcomes had not been demonstrated: indeed, the only two RCTs had failed
to find a positive impact. We therefore undertook a programme of work to explore aspects of the extent
and experience of community coercion, both formal and informal, in England, and to undertake the most
rigorous possible RCT of the effects of the newly introduced CTOs.

ULTIMA Study

This study of informal coercion was conducted before CTOs were available to clinicians in England and
Wales. It confirmed that leverage was extensively used in community mental health services. Over one-third
of patients had experienced that aspects of their life (accommodation, benefits, legal consequences) had
been made conditional on their cooperating with treatment, despite being in treatment voluntarily. We
concluded that informal coercion is common and influential, but it is effectively invisible. Although it was
not something we examined systematically, there was no anecdotal evidence of any consistent attempt to
include knowledge about leverage, and how patients may experience it, in the training of mental health
staff or in guidelines. We found that some patients had mixed feelings about informal coercion: many did
not like it, but some did appreciate it in some circumstances and thought it probably helped them.

Our exploration in qualitative studies of staff and patient opinions indicated that the ethical debate was
undeveloped. Individuals often had strong feelings about the issues but little shared framework with which
to discuss them and come to any consensus about practice.

® Further qualitative work is urgently needed to strengthen ethical and clinical understanding of
informal coercion.
This qualitative work should investigate differences between different professional groups.
Investigations into variations in the extent and effects of informal coercion are needed. Has it been
reduced now that CTOs are available? Does it have an association with outcomes such as
hospitalisation or patient satisfaction with services?

OCTET Study

We were able to demonstrate that a trial of CTOs could be conducted lawfully and ethically, and, in
practice, clinicians did not consider the structure of the trial to be problematical. The requirement to
randomise through Section 17 Leave, however, did lead to confusion, particularly in our readers from
outside the UK. It was often taken to imply that only a very narrow range of CTO candidates was included
(which was not the case). To avoid this complication, we believe that approaches such as the staged
introduction of legislation, which have been used in the USA, should be considered by jurisdictions
introducing such legislation to allow for rigorous testing.®°
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Our trial of CTOs found a resounding absence of effect in all outcome measures. This finding is fully in line
with the two previous RCTs, although their authors have often sought to emphasise possible benefits
from non-randomised secondary analyses. Not only was there no benefit in the primary and secondary
outcomes (hospitalisation data), but also there was no evidence of subgroup responses or tertiary benefits
in social, clinical and satisfaction outcomes, and there was no evidence that CTOs were cost-effective.

Our analysis of the ethics of CTO use indicated that there was no general ethical justification for this.
These very stark findings must put the continued high use of CTOs into question.

Not surprisingly, these very robust conclusions have resulted in widespread criticisms of the study.

These have been of varying substance. No RCT is perfect but most of the substantive criticisms have been
answered reasonably comprehensively. The strongest, persisting criticism is from clinicians who insist that
their clinical experience or before-and-after audits should be given precedence. We have, however, noticed
in our public presentations that the strength of this criticism is fading, as clinicians have now been using
the CTO regime for more than 5 years.

Given the mixed results from before-and-after studies (controlled and uncontrolled), we do not believe that
anything other than further RCTs, more robustly designed, can advance this field. Further trials would need
to address three limitations in the OCTET Trial if they are to advance our understanding, as well as conduct
extensive follow-up:

generalisability — all potential CTO patients in a recruiting site would need to be randomised
violations — some form of control would have to be introduced to prohibit crossovers

any further studies in the UK should restrict Section 17 Leave to the recommended 1 week
follow-up should be of at least 2 years.

Qualitative interviews with mental health professionals, patients and family carers failed to find a
consensus view on the experience of CTOs. The range of opinions demonstrated confusion about the
scope and power of CTOs. They also vividly confirmed the need for careful, structured research to

assess outcome in such complex interventions: several clinicians commented on the ‘obvious dramatic
improvements’ that they were seeing in their patients in the Trial, despite the objective evidence that there
was no difference.

Community treatment orders impose a significant burden on clinical teams, with their complex
bureaucracy and review process. This was set up deliberately to ensure that they were not simply resorted
to for clinicians’ convenience. Our detailed cost analysis found no advantage of CTOs in hospitalisation
costs and significant disadvantages in the increased costs of informal care and legal procedures, such as
manager hearings and tribunals. In a trial with equal outcomes, the lack of significant cost differences
would normally be considered a clear advantage to the intervention group. In the OCTET Trial, however,
patients paid a significant ‘cost’ in their loss of liberty.

Mechanisms need to be developed to include consideration of such costs (such as loss of liberty) into
future cost—benefit analysis.

The use of the new capabilities instrument, the OxCAP-MH, for measuring the broader well-being of
mental health patients is a particularly fruitful outcome of the OCTET Study. Coercion, by its nature,
constricts the individual’s range of choices and so a well-being assessment that pays attention to those
aspects of their lives that patients value is clearly extremely relevant.

Further extensive testing and use of the OXCAP-MH would enrich research in this field and is
currently ongoing.
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OCTET Follow-up Study

In the lead up to the introduction of CTOs, patient advocacy groups expressed a grave concern that the
emphasis on coercion would undermine trust and drive patients away from services, resulting in increased
disengagement. We tested this in our 3-year follow-up study with two measures of disengagement:
disengagement from services altogether and periods of interruption in care. This also provided us with an
opportunity to test whether or not the randomisation to CTO or Section 17 Leave had any enduring effects
on hospitalisation. It did not. Nor was there any strong evidence of disengagement in either group. At

3 years after inclusion in the study, well over 90% were still in contact with services and only 20 patients
had gone through more than one period of disengagement. Analysis of the association of duration of
community compulsion in the whole sample suggested a small increase in engagement with longer
periods under compulsion.

NHS research and development processes

OCTET coincided with the establishment of individual NHS trust R&D offices. The overwhelming burden of
inefficiency that these structures imposed on our multisite trial cannot be ignored. Despite the trial having
been peer reviewed for funding, and having been subjected to a full research ethics committee approval
process and a legal opinion, it was subject to a further round of scrutiny in most trusts. This took from

2 days in one trust to 11 months in another. Twelve of the trusts we approached either never completed
the process or refused to allow us to approach clinicians. Despite our research assistants having research
passports (which were introduced in order to reduce paperwork) issued by the host trust, many trusts
insisted on them gaining equivalent approval and CRB clearance again. The figures speak for themselves:
607 letters of access, 56 honorary contracts and 51 CRB checks. There was no consistency in practice
between trusts; each interpreted the regulations in their own idiosyncratic manner.

Even when we were granted access, the practices of local departments were highly variable, from the
enormously helpful to the frankly obstructive. Some trusts, for example, insisted that our research
assistants could not extract data from notes or computer systems but must sit next to their own R&D
worker and have the data dictated to them; one trust insisted that we must approach the relatives of
deceased patients to obtain information about their treatment. We believe that this represents an
indefensible waste of public money, both in the duplication of unnecessary checks but also in the
inefficiency it imposes on researchers. Such unnecessary procedures may have added up to a year to the
process of completing our study. We are even more concerned that such frustration will deter researchers
from undertaking multisite trials in the future. We believe that these procedures are in urgent need of
clarification and simplification, with a clear understanding that peer-reviewed, funded and ethically
approved research does not need further scrutiny at the trust level other than to determine whether or
not the trust has the resources to engage with it. The assumption needs to be explicit that research is
good for patient care rather than something patients should be protected from, which is an attitude we
regularly encountered.

Where does the evidence stand?

The OCTET Coercion Programme has confirmed a growing body of evidence®*®” that both compulsion and
informal coercion are widespread in modern mental health care. We have also shown that patients,
psychiatrists and family carers do not experience a clear distinction between compulsion and informal
coercion. Even patients who are notionally entirely voluntary often consider their real choices limited, so
research in this area needs to consider the coercion contexts>® in which care takes place. A significant
minority of voluntary patients experience their cooperation with services as being explicitly pressurised in
one way or another, as the ULTIMA Quantitative Study demonstrated, although in some situations this
may not be considered entirely negative, as our qualitative work indicated. The perceived benefits of
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OCTET COERCION PROGRAMME OVERALL DISCUSSION

community compulsion vary considerably between and among patients, family and clinicians, as the OCTET
Qualitative Study made clear.

The majority of published research on CTOs is descriptive and unable to address whether or not CTOs are
effective.? More recently there have been a number of cohort studies of CTO outcomes. These give
strikingly contradictory results on whether CTOs reduce hospitalisation or affect other outcomes,®” and
most suffer from serious, but differing, methodological limitations.™

We have reaffirmed that it is possible to conduct an RCT that is both lawful and ethical. The OCTET Trial
confirmed the findings of the only two previously published RCTs, which found no advantage in terms of
any hospitalisation outcomes for CTOs, despite significantly limiting patients’ freedom. Moreover, no
clinical, subgroup or cost benefits have been demonstrated in any of these trials. The current state of CTO
research thus provides no evidence of any beneficial effects of CTOs. The absence of any ongoing RCTs
with superior methodology and extended follow-up makes it difficult to justify their continued use.
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Chapter 26 Conclusions

ur research programme has provided many new and valuable insights into the use of coercion in

modern community mental health care and the impact of CTOs. We have explored and discussed
its findings extensively in the discussion chapter of each study, as well as in the previous chapter (see
Chapter 25). We have also discussed and addressed the various controversies to which the programme
gave rise (see Chapter 22).

We now draw out four main conclusions with indications for further research.

e (CTOs do not deliver clinical, social functioning or well-being benefits for patients and the evidence is
now sufficiently strong that in the absence of further trials, moves should be made to restrict or stop
their use.

Informal coercion is widespread and takes different forms.
OxCAP-MH represents an important innovation in patient-centred research in this ethically very delicate
area and we would recommend further use and testing.

® NHS Trust R&D procedures require urgent attention and simplification if multisite clinical trials are to
play a central role in answering difficult clinical questions.
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Chapter 27 Recommendations

e are fully satisfied, from both the results of our own trial and the combined international research

literature, that CTOs do not confer any benefits. It is clear, however, from the range of reactions to
our programme of research described above, that not everyone accepts this and CTOs continue to be
imposed regularly. We therefore suggest the most rigorous form of further testing, as indicated below.
Further studies will either confirm the current position and strengthen the case for the abandonment of
CTOs or provide sufficiently strong evidence to overturn the current understanding.

® Given that all of the three RCTs and both systematic reviews and the meta-analysis find no benefits for
CTOs, there is a case for clinicians to review their practice urgently and exercise extreme restraint in
their use.

® There is a case for further research into both the extent and the forms of informal coercion
and leverage.

® There is a case for further qualitative work to strengthen ethical and clinical understanding of
informal coercion.
This qualitative work should investigate differences between different professional groups.
Further trials of CTO are needed, which should:

O randomise all potential CTO patients in a recruiting site to increase generalisability
O introduce some form of control to prohibit crossovers
O conduct follow-up of at least 2 years.

® Mechanisms need to be developed to include consideration of such costs as loss of liberty into future
cost-benefit analysis.

® Further extensive testing and use of the OXCAP-MH should be conducted to enrich research into
broader well-being for those with severe mental health problems.
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Appendix 1 Ethics amendments

OCTET ethics amendments
Amendment 1, approved April 2009

® The inclusion of capabilities questions in the research instrument (see Chapter 10). Although these
formed part of the original plan, they had not been available at the time that ethics approval was given.
® The inclusion of a visual aid to help patients understand the study better in the consent process.

Amendment 2, approved June 2009

® To reflect the changing nature of service configuration, the protocol was amended so as to recruit
patients via inpatient services and not exclusively, as initially envisaged, through outpatient services.

Amendment 3, approved January 2011

® To better capture the variation in views of clinicians and carers, with regard to the sensitive and
contentious issue of CTOs, the planned focus group studies with these two groups was changed to
individual in-depth interview studies.

® To ensure that we had sufficient statistical power for the analysis set out in the protocol, the sample
was enlarged by 10% to reach up to 330 patients by the end of the recruitment period.

Amendment 4, approved July 2011

® To investigate the long-term effect of CTO on outcomes and on engagement with services in the OCTET
Follow-up Study, an additional point of data collection at 36 months after randomisation was added.

ULTIMA ethics amendments

Amendment 1, approved June 2007:

® Change of principal investigator following initial pilot.
Amendment 2, approved October 2007

® To employ two more research assistants after receiving the NIHR funding grant.

® To modify power calculation based on the newly published study’ and consequently change the sample
size to 400.

® In order to cover the range of patients who were likely to be subject to leverage, and to distinguish
patients with long-term psychosis from disabled patients with long-term non-psychosis by adding a
non-psychosis CMHT group.

® To extend the study until 1 April 2010 because of the expanded samples, funding and the slow
recruitment at the beginning of the study.

Amendment 3, approved December 2007

® The study protocol was amended by adding semistructured, in-depth interviews with patients and with
staff groups to better understand the mechanisms and functions of leverage in community mental
health care, and better capture the variations in views of clinicians and patients.
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Amendment 4, approved February 2008

® The inclusion of the Psychiatric Autonomy Preference Index questionnaire to associate use of leverage
and perceived coercion with patients’ autonomy preferences in psychiatric services.

Amendment 5, approved March 2008

® The inclusion of eight questions on patients’ understanding of maintenance antipsychotic medication
for the subgroup of study patients with a diagnosis of schizophrenia to investigate whether or not
the level of informal coercion partly reflects differences between clinicians and patients in their
understanding of the need for such continuation.

298

NIHR Journals Library www. journalslibrary.nihr.ac.uk



DOI: 10.3310/pgfar04210 PROGRAMME GRANTS FOR APPLIED RESEARCH 2016 VOL. 4 NO. 21

Appendix 2 Statistical analysis plans
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Version

Version date

Changes

1.0

2012.03.04

Design used clarified
(stratified block design and
not minimisation design).

No information on discipline
of clinical supervisor will be
available thus the analysis to

test its effect was excluded.

2.0

2012.04.30

Tertiary objectives specified

3.0

2012.05.25

Subgroup analysis described.

Statistical methods edited.

4.0

2012.06.29

Schedule of procedures and
Consort diagram inserted.
Bibliographic referenced

reviewed.
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1. Introduction

1.1 Preface

This document was prepared by Maria Vazquez-Montes (Statistician) in collaboration
with Merryn Voysey (Medical Statistician at the Centre for Statistics in Medicine,
CSM). The content will be discussed with Professor Tom Burns, Chief Investigator,
Jorun Rugkasa, Trial Manager, and Ksenija Yeeles, Data manager. Merryn, Tom,
Jorun, and Ksenija will review and sign off the final version of this Statistical
Analysis Plan (SAP). Maria will be responsible of implementing the SAP. Ksenija
will be responsible of calculating total scores of the different instruments assessed in
the RCT (described in Section 4). Any decisions that need to be made during the
analysis will be discussed with Merryn.

1.2 Purpose and scope of the plan

This document was prepared following the Primary Care Clinical Trial Unit (PC-
CTU) Statistical Analysis Plan template (ref. TEMSTO1-A; version 1.0), which is
based on ICH Topic E9 Statistical Principles for Clinical Trials, StepS5,
September1998; ICH Topic E3 Structure and content of Clinical Study Reports, July
1996; and PSI Guidelines for Standard operating procedures for good statistical
practice in clinical research, version 6, 2000. It details the proposed analysis of
primary, secondary and exploratory objectives for the Oxford Community Treatment
Order Evaluation Trial (OCTET). Most of its content is derived from the OCTET
Protocol Version 6.”> Subsequent analyses of a more exploratory nature will not be
bound by this strategy, though they are expected to follow the broad principles laid
down here. The principles are not intended to curtail exploratory analysis nor to
prohibit accepted practices (for example, data transformation prior to analysis), but
they are intended to establish the rules that will be followed, as closely as possible,

when analysing and reporting the trial.

The statistical analysis plan will be available on request when the principal papers are
submitted for publication in a journal. Suggestions for subsequent analyses by journal
editors or referees, will be considered carefully, and carried out as far as possible in
line with the principles of this analysis strategy; if reported, the source of the

suggestion will be acknowledged. Any deviations from the statistical analysis plan
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will be described and justified in the final report of the trial. The analysis of health

economic data is not included in the scope of this document.

1.3 Changes from planned analysis in the protocol

The analyses detailed within this document are in line with the spirit of the analyses
detailed in the protocol however changes have been made to the types of statistical
models or tests performed to allow for more sophisticated adjusted regression models
to be used as the primary comparisons with the simpler unadjusted tests used for
secondary sensitivity analyses. Adjusted regression models have more statistical
power (are more precise) than unadjusted tests such as t-tests and thus make better use

of the data collected.

The protocol makes reference to minimisation factors. However no minimisation
procedure was carried out during treatment assignment. Instead a stratified block

design was used.

Tertiary outcomes were specified. In particular, satisfaction with service is now being

considered a tertiary outcome instead of a secondary outcome.

Analysis excluded:
There will be no analysis of the effect of discipline of clinical supervisor in

readmissions as information on this outcome was not available.

2. Trial overview

Trial summary

Different forms of compulsory supervision and treatment of outpatients with severe
mental illness have developed internationally in the wake of widespread
deinstitutionalisation. Community Treatment Orders (CTOs) for patients with
psychiatric illness became available in 2008 as a treatment option in England and
Wales under the amended Mental Health Act 2007. There is no convincing
experimental evidence for the efficacy of compulsory outpatient treatment, so current
clinical guidance and decision making is not based on firm evidence. Section 17

Leave remains a lawful option for supervision of patients in the community. OCTET
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aims to demonstrate whether CTOs reduce readmissions to hospital in patients

compared with patients not subject to CTOs.

Study objectives
Primary objective
To test the hypothesis that the use of CTOs in patients with psychosis and a history of
compulsory admissions will result in a reduction in readmissions to hospital compared

to treatment on leave.

Secondary objectives

To investigate whether the use of CTOs in patients with psychosis and a history of
compulsory admissions, compared to leave, will improve treatment adherence with a
consequent reduction in relapse and readmission rates and improvement in social

stability.

Exploratory objectives
Sub-group analysis
To identify the baseline characteristics of patients which are associated with

differential treatment effect in subgroup analyses.

Readmission predictors

To examine the factors (other than treatment group) associated with readmission.

Mediation analysis
To explore the effect on readmission of process variables such as rate of contact and

type of contact (i.e face-to-face vs. telephone contact).

Outcome measures

Primary outcome

The primary outcome measure is: psychiatric hospitalisation in the 12-month follow-
up period (i.e. from INDEX to 365 days). This is a binary outcome: 1=Patient
readmitted at all; O=Patient never readmitted. A hospitalisation will be defined as the

period between the patient’s admission date and the date on which the patient leaves
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hospital, which should include at least one overnight stay. Hospitalisations can be
either voluntary or involuntary.

Recall to hospital of a patient on CTOs will not be classified as readmission (it will be
understood as part of the treatment regime). If a recall ends in the CTO being
revoked, this will be calculated as a readmission. Any patient who was never initially
discharged from hospital after randomisation and remained hospitalised for 365 days

after randomisation will be counted as a readmission.

Secondary outcomes

Secondary outcomes related to readmission follow the same readmission definition
and constraints stated for the primary outcome. Secondary outcomes considered in
this study are mainly obtained from medical records. They represent patterns of

readmission and are listed next.

Number of nights in psychiatric hospitalization from INDEX to 365 days. This
will include voluntary and involuntary hospitalizations. Nights on recall will not be
included.

Number of nights to first readmission from INDEX to 365 days. Time to first
readmission for patients (in both arms) that remained in hospital for the duration of
the trial will be counted as zero. Nights on recall do not count as a readmission.
Number of readmissions from INDEX to 365 days. This will include voluntary and
involuntary hospitalisations but not nights on recalls.

Time under legal compulsion. This will be measured by time being subject to the

Mental Health Act (i.e. under sections 2, 3, 17, 37 or on a CTO).

Tertiary outcomes
Tertiary outcomes considered in this study are mainly self-reported patient outcomes.

These are:

Adherence to treatment. This will be obtained from two self-reported variables
recording how often, over the past month, the patient
e took his/her prescribed medication

e attended his/her planned appointment.
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Satisfaction with service. This will be measured through the Client Satisfaction

Questionnaire (CSQ-8) total score and Scale to Assess Therapeutic Relationships —

Participant Version (STAR-P).

Social and clinical outcomes. These will be measured by the following instruments

Brief Psychiatric Rating Scale (BPRS-24)

Global Assessment of Functioning (GAF)

Substance misuse history (CAGE)

Health Related Quality of Life (EQ-5D)

Insight and Treatment Attitudes Questionnaire (ITAQ)
Drug Attitude Inventory (DAI-10)

Psychiatry Autonomy Preference Index (API).

Service usage. This will be measured by the Client Service Receipt Inventory
(CSRI).

Patient rated experiences of pressure. This will be measured by

Mac Arthur Admission Experience Survey (AES)
Index of fairness

Index of effectiveness

Experience of specific types of leverage questions.

Types of pressure.

Safety outcomes

Safety outcomes include those self-reported items under Section 4 (Crime) of the

CRF. These data, collected at 180 and 365 days, record whether the patient, in the

previous six months,

has been the victim of a non-violent crime;
has been the victim of violent crime;
has been self-harming;

have harmed others

and if so how many times. Additional safety outcomes will include death and cause of

death.
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3. Study methods

Overall study design and plan

The OCTET study was a randomised, parallel arm, non-blinded study of the effect on

hospital readmissions for psychiatric treatment of discharge on CTO versus discharge

on section 17 leave. The target for randomisation was 330 patients. The first

randomisation took place on 10 November 2008 and the last on 22 February 2011.

Target population

Inclusion criteria

Patients were eligible if they were:

Aged 18-65 years (in line with local administrative procedures for adult
mental health services);

Diagnosed with psychosis;

Currently admitted under section 3 or section 37 (without restrictions) of the
MHA;

Not currently subject to any other legal restrictions;

Judged by their clinicians (RC and AMHP) to need ongoing community
treatment, but, having considered the relevant legal standards and clinical
indicators, clinicians are genuinely uncertain as to which treatment mechanism
would be appropriate;

Able to consent to take part in research and give written and informed consent;
Not having participated in the study (i.e. people with multiple admissions

throughout the recruitment period should only participate in the study once).

Exclusion criteria

Patients were not eligible if they were:

Unable to give informed consent (e.g. advanced dementia or mental disorder
too severe to give informed consent);

Subject to incompatible legal restrictions on treatment;

Considered by their clinicians to be clear candidates for either a CTO or leave;
Considered to be clear candidates for immediate discharge to voluntary

treatment.
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Method of treatment assignment and randomisation

Randomisation was a stratified block design, with a 1:1 allocation ratio, and sequence
assignment was unknown to all active members of the trial team until recruitment and
data collection were completed. Eligible participants have an equal probability of
assignment to each arm of the trial and the allocation ratio is 1:1. Participants are
randomised individually to either CTO or Section 17 by an independent researcher
using block randomisation with stratification factors for gender (male/female),
schizophrenic status (yes/no), and duration of illness (< 2yrs, > 2yrs). The
randomisation code was developed using a computer random number generator to

select random permuted blocks. The block lengths were 2, 4, and 6 varied randomly.

Treatment masking

An independent statistician enclosed the treatment assignments in sequentially
numbered, opaque, sealed envelopes which were stored by a researcher independent
to the trial team. The details of the sequence remained unknown to all members of the
trial team until recruitment and data collection were completed. The sealed envelope
was labelled with the stratum number, gender, schizophrenic status, duration of illness
and an envelope number. A matching label inside, also numbered, specified the
intervention arm. Randomisation took place after consent was obtained and the
baseline interview was performed. The envelope was opened following the interview
by the independent researcher and communicated to the recruiting researcher by
telephone. That researcher then informed the treating Responsible Clinician. The
participant’s trial identification number and date of randomisation were recorded on

the appropriate envelope before it was opened.

Sample size determination

Of the two previous RCTs on CTO, the study by Swartz and colleagues (1999) is
considered the most rigorous. They reported a difference of 16% in the proportion
readmitted to a psychiatric hospital within 12 months in patients under outpatient
commitment compared to control. The sample size of 288 patients was determined as
sufficient to detect a similar difference with a significance level of 5% and power of

80%, assuming rates of readmission were comparable in the control group. With this

© Queen'’s Printer and Controller of HMSO 2016. This work was produced by Burns et al. under the terms of a commissioning contract issued by the Secretary of State for Health.

This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals provided that 307
suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be addressed to: NIHR

Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science Park, Southampton

SO16 7NS, UK.



APPENDIX 2

number of patients, the following differences would also be detected as statistically
significant, at the 5% level with 80% power:
e A 14-day difference in the mean number of days spent in hospital over 12
months;

e A difference of 0.43 in the mean number of readmissions over 12 months.

4. Data collection

All primary outcome data were collected from medical records. Client Service
Receipt Inventory was initiated from interview with patients but confirmed from case
note examination. Notes from other hospitals and from the criminal justice system

will be pursued when applicable.

A range of the secondary measures rely on patient interviews which are administered
by the research assistants by reading out the questions contained in booklets specially
designed for the RCT and recording the patient’s reply. These booklets contain
detailed assessment of demographics, clinical history, prior MHA use and criminal
justice system contacts. They also record the assessment date, patient ID, interviewer
ID, and time point. Current status will be assessed using the following well validated
and widely used structured questionnaires:

e Mac Arthur Admission Experience Survey (AES)

e Index of fairness

e Index of effectiveness

e Psychiatry Autonomy Preference Index (API)

e Insight and Treatment Attitudes Questionnaire (ITAQ)

e Scale To Assess Therapeutic Relationships -Participant Version (STAR-P)

e C(lient Satisfaction Questionnaire (CSQ-8)

e Health Related Quality of Life (EQ-5D)

e C(lient Service Receipt Inventory (CSRI)

e Drug Attitude Inventory (DAI-10)

e Brief Psychiatric Rating Scale (BPRS-24)

e (Global Assessment of Functioning (GAF)

e Substance Misuse History (CAGE).
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The following non-validated instruments were also recorded:

e Experience of specific types of leverage;

e Patient Capabilities Questionnaire (PCQ), Quality of Life, which was applied
in order to investigate its validity within the health economy analysis (not
within the scope of this SAP);

e In addition, new items recording ‘Types of pressure’ in relation to experience
of Leverage were included;

e A very small response rate is expected in the following validated
questionnaire: Scale to Assess Therapeutic Relationships — Clinicians Version
(STAR-C). It will be excluded from the analysis;

e The carer questionnaires will also be excluded from analysis as the patients in
general did not have carers, and among those who had there was a low

response rate ending up with only 30 questionnaires completed.

Timing of data collection

Recruitment took place from 10 November 2008 to 22 February 2011. Potential
participants were identified, informed of the trial and asked for consent prior to
randomisation. The follow-up data were planned to be collected at six months after

randomisation and at 12 months after randomisation.

Database
Description

Data will be recorded in the CRFs by hand and double entered in SPSS.

Data quality
Double-entered data will be compared against each other and discrepancies will be

discussed and corrected by the research assistants, supervised by Ksenija Yeeles.

Database freeze
MVM, the statistician responsible for the analysis will conduct additional data quality
evaluations. These include range checks, logical and consistency checks which may

not be picked up by checks at the individual patient level by the research staff that
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collected and entered the data. In the case of variables that are function of other
variables (e.g. length of a particular hospitalisation), these will be checked by
automatic calculation of its values, except for total scoring of the individual
instruments which will be performed automatically by Ksenija Yeeles using a

validated code. The final cleaned data will be frozen before analysis starts.

5. General issues for statistical analysis

Blinding of the statistical analysis

The consultant statistician (MV) will remain blind to the treatment allocation until
data are locked and final data analysis is to be conducted. The analysis statistician
(MVM) carried out the two interim analyses but has remained blinded to the data

collected since March 2011.

Analysis populations

Intent-to-treat population

The Intention-to-treat population will include all randomised patients. Data from
crossovers, drop-outs, or patients that never undertook the intervention assigned will
be analysed according to their randomised group. Only one single withdrawal
occurred during the trial. All available data from this patient will be included in
analyses. There will be no per-protocol population as the trial was designed in a
pragmatic way in which it was necessary that treating clinicians could change the
legal status of the participant after their enrolment in the trial, if this was clinically

appropriate in the opinion of the clinician at the time.

Major protocol violations
Potential protocol violations:
e Discharge on the wrong arm (no matter when patients leave hospital);
e Patient withdrawn;
e Patient not eligible. Possible reasons:
» Patient not eligible for CTO
* Patient already on CTO

» Patient not fulfilling inclusion/exclusion criteria.
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Identified protocol violations:
*  One patients self withdrew — Withdrew before T1 interview was completed;
* One patient had been on Section 17 for too long — T1 RCF is still available;
* One patient was already on a CTO — T1 RCEF is still available.

Methods for handling missing data

Given that the analysis is planned as an intention-to-treat analysis, data from all
randomised patients will be included. Tertiary self-reported outcomes are likely to
have missing values. For analysis involving these variables, missing data will be
handled by multiple imputations using the ice stata command to generate a suitable
number of imputed data sets and then using the mim stata command to automatically
analyse each dataset and pool the results. The number of imputations will be chosen
as follows:

1) The proportion of observed data will be calculated,

2) Assuming a tolerance for preventable power falloff <1%, a number of
imputations m; will be selected using Table 5 of Graham and colleagues’
paper;!’3

3) The proportion of information available will then be estimated using m;,

4) Table 5 will be used once again to obtain the final number of imputations m

needed for the analysis.

The imputation model will potentially include all predictors of missing values
(identified by fitting a logistic regression to each baseline variable on an indicator of
missingness, for each variable with missing values), the primary, secondary and

tertiary outcomes, and the stratification factors.

Method for handling centre effect
Subgroup analyses comparing London versus other sites and Metropolitan versus

non-metropolitan sites will be performed.

Method for handling randomisation, stratification or minimisation factors
Stratification variables (gender (male/female), schizophrenic status (yes/no), and

duration of illness (< 2yrs, > 2yrs)) will be adjusted for in the main analyses.
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Multiple comparisons and multiplicity
Comparisons will only be carried out between the two intervention groups.
Multiplicity of secondary outcomes will be managed by conservative reporting and

interpretation of results. There will be no adjustment of p values.

Method for handling time-varying interventions

CTO is a time varying intervention. The MHA permits a CTO recall to continue for
up to 72 hours (i.e. up to 3 nights in hospital) after which the patient either returns to
the community on the CTO or the CTO is revoked and the patient remains in hospital
under section 3. Recalling patients is therefore a part of the CTO treatment regime
which sometimes results in an overnight stay at hospital and thus could be a
confounder for the primary outcome. A sensitivity analysis will be carried out
adjusting for the number of recalls in the CTO arm.

A secondary sensitivity analysis will be conducted adjusting the primary outcome by
the time spent on Section 17 before starting on CTO for those patients with a delayed

initiation after allocation.

Method for handling outliers

Ranges will be calculated for all variables and contrasted with a list of possible values
for each of them. Any values that resulted too large or too small will be checked by
reviewing the relevant patient’s booklet. If the value is correct, a sensitivity analysis
will be performed excluding it from the analysis to evaluate its effect on the

outcomes.

Derived and computed variables
Total scores for the following instruments will be automatically calculated previous to
handing the data to the statistician:
* Substance Misuse History (CAGE) —Two scores will be calculated from 2x4
questions: 1) Positive for alcohol (y/n), and 2) Positive for drugs (y/n);
» Leverage - no total score but frequencies of those experiencing each type of
leverage;
*  MacArthur Admission Experience Survey (AES) —only total scores will be
calculated for each of this instrument’s subscales: 1) Perceived Coercion

Scale; 2) Negative Pressures Scale, and 3) Procedural Justice Scale;
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Index of fairness;

Index of effectiveness;

Insight and Treatment Attitudes Questionnaire (ITAQ);

Scale to Assess Therapeutic Relationship in Community Mental Health Care
— Participants version (STAR —P) total score —and three subscale scores: 1)
Positive Collaborations, 2) Positive Clinician Input, and 3) Non Supportive
Clinician Input;

Autonomy Preference Index (API) — only total scores will be calculated for
the two subscales 1) Decision-making scale, and 2) Information Seeking
Scale;

Client Satisfaction Questionnaire (CSQ-8);

Health Related Quality of Life Questionnaire (EQ-5D);

Drug Attitude Inventory (DAI);

Brief Psychiatric Rating Scale (BPRS);

Global Assessment of Functioning (GAF).

Contact with service will be obtained by summing up questions 1-6 and 10 from the

Client Service Receipt Inventory section of the CRF. The total number of contacts

with carers of any profession will be calculated as well as the total number of phone

and face-to-face contacts.

The following variables will be manually calculated previous to locking the dataset by

comparing admission and discharge dates from (a) Index to 180 days; (b) 181 days to
365 days; (c) Index to 365 days:
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Number of nights to readmission;

Total number of days in hospital;

Total number of involuntary readmissions. A readmission will be considered
involuntary if there is at least one change of status to “involuntary” between
the admission and discharge dates;

Total number of voluntary readmissions;

Total number of CTO recalls.
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Planned sub-groups

Sub-group analysis will be performed only for primary outcome and all secondary

outcomes apart from time under compulsion. The subgroups to be tested are as

follows:

Age: <40 years vs. > 40 years;
Gender: male vs. female;
Ethnicity: white vs. black vs. Asian vs. other; and black vs. other;
Born in UK: born in UK vs. born in another country;
Marital status: (single+separated/divorced) vs. married/co-habiting;
Accommodation: independent vs. (supported + homeless);
Living status: living alone (living alone +homeless + living in supported
housing) vs. living with others (living with partners/family+ with others e.g.
friends);
Diagnosis: schizophrenia vs. other;
Duration of illness: <2 years vs. >2years;
Educational level: <12 years vs. > 12 years; Tertiary education y/n;
Type of service: Assertive Outreach and Forensic vs. CMHT vs. Learning
Disability vs. Crisis Intervention teams vs. Rehabilitations vs. EIS vs. Other;
Scales:

o BPRS: <33 vs. >33;

o GAF: <49 vs. >49.

6. Descriptive analysis

Participant flow

Participant flow will be summarized in a CONSORT diagram.

Description of treatments received

For CTOs, the number of recalls and their lengths will be summarized. For both

treatments, the time to initial discharge after randomisation and subsequent

occurrences will be summarized according to:

Number of hospitalisations;
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e Average length of hospital stays;
e Changes to legal status;
e Total number of tribunals (MHRT);
e Total number of Managers Hearings;
e Number of recalls and revocations;
e Discharges;
e Average duration on CTO and on Section 17 Leave;
e Number of people who never leave hospital during the trial period;
e Number of patients whose voluntary hospitalisation is made involuntary
during admission;
e Average number of service contacts received,
e Time under legal compulsion (including recalls);
e Number of
- Face-to-face contacts with service;

- Phone contacts with service.

Baseline comparability of randomised groups
The baseline comparability of the two randomised groups will be assessed by
tabulating patient characteristics and treatment experiences. No statistical tests on

baseline data will be performed.

For continuous variables, normality will be assessed using plots. For normally
distributed continuous variables, mean and standard deviation will be reported. For
non-normally distributed continuous variables, median and interquartile range will be
reported in addition to the mean. For binary and categorical variables, number of
cases and percentages over non-missing observations per category will be reported.
However, some data will be presented based on the format that will convey most
information which may involve collapsing some variable with large numbers of
possible categories (such as self-reported ethnicity) into a smaller list of categories
(e.g. white/black/Asian/mixed/other). Collapsed categories will be identified (such as
in a footnote to the table) so that it is known what is included in each category.
Similarly although age and other variables are measured on a continuous scale, it may

be more informative to present the percentages at different age intervals.
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Summary of all baseline characteristics will be presented by treatment group and
overall.
Tables will include:
e Socio-demographic characteristics;
e Employment, family and living situation;
e C(linical and medical history;
e Substance Misuse History (CAGE for alcohol and CAGE for drugs);
e [Legal history;
e Leverage;
e AES (Perceived Coercion, Negative Pressures, and Procedural Justice);
e Index of fairness;
e Index of effectiveness;
e Types of pressure;
e Psychiatric Autonomy Preference Index (API);
e Insight and Treatment Attitudes (ITAQ);
e Therapeutic relationships (STAR-P);
e C(lient Satisfaction Questionnaire (CSQ-8);
e (Global Assessment of Functioning (GAF);
e FEuropean Quality of Life Questionnaire - 5 Dimensions (EQ-5D);
e Brief Psychiatric Rating Scale (BPRS-24);
e Drug Attitude Inventory (DAI).

Current psychiatric medication
Current medication will be summarized at each time point by treatment group,
tabulating the number of psychiatric medications per person; the generic name of the

medication, and average daily dose (mg).

Characteristics of care providers where applicable
Baseline number of care providers (1. Assertive Outreach and Forensic, 2. CMHT, 3.

Learning Disability, 4. Crisis Intervention teams, 5. Rehabilitations, 6. EIS, 7. Other)
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will be tabulated by treatment group and full sample as well as number of patients

under each care type.

Comparison of losses to follow-up

As the main outcomes relate to hospital admissions data obtained from medical
records, it is not expected that there will be any missing data for these outcomes.
Participant self-reported outcomes derived from interviews and questionnaires are

expected to contain substantial missing data.

The baseline characteristics of patients with and without data will be tabulated by
treatment group and overall at each follow-up point for participant self-reported

outcomes.

Tabulation of protocol violations

Protocol violations will be tabulated by treatment group and overall.

7. Interim analysis and safety monitoring analyses

Purpose of interim analyses

Two interim analyses were reviewed by the Data Monitoring Committee (DMC),
which forms part of OCTET’s governance structure. The purpose of the interim
analyses was to judge whether it was ethical and desirable to continue the trial by

examining interim data.

Monitoring plan
The first interim analysis was carried out in May 2010; the second, in February 2011.
Each of these interim analyses reported:

e Overall progress;

e Participant accrual;

e Data quality, availability and completeness;

e Baseline data;

e Comparison of primary and secondary outcomes (including EQ-5D and GAF).
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Stopping rules
The DMC was asked on the basis of the interim results to assess whether the trial
should be stopped because:

e There are unanticipated adverse outcomes clustered in one arm;

e The result already is clear (i.e., statistically clear advantage to one arm

because of massive effect size).

The stopping rules were not statistically defined a-priori and thus there will be no
adjustment of p-values in the main analysis as this would constitute a post-hoc

decision.

In both interim analyses the DMC unanimously recommended the continuation of the

trial.

8. Analysis of primary outcome

Descriptive statistics for outcome measure
Number of patients readmitted to hospital in the 12-month follow-up; the proportion
these patients represent and a 95% confidence interval for this proportion, by

treatment group and overall.

Primary analysis

The primary outcome, psychiatric hospitalisation in the 12 month follow-up period,
will be analysed using log-binomial regression adjusted for stratification factors
(gender (male/female), schizophrenic status (yes/no), and duration of illness (< 2yrs,
> 2yrs)). Results will be presented as the relative risk of readmission under CTO
compared to Section 17, with appropriate 95% confidence interval and 2-sided p-

values.

If log-binomial modelling is not possible due to model instability then other
alternatives will be explored such as Poisson regression with robust error variances,'”’
a method which has the advantage of presenting results as relative risks; or logistic

regression with associated odds ratios.
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The primary analysis will be conducted on the ITT population. There will be no

adjustment for missing data as it is not expected that there will be any.

Other analysis supporting the primary (including sensitivity analyses)
A sensitivity analysis will be conducted for the primary outcome which is unadjusted

for any stratification factors.

9. Analysis of secondary outcomes

Descriptive statistics for outcome measures
For all secondary outcomes, we will report the number and percentage of observed
values, mean and standard deviation, median and inter-quartile range, and range, by

arm and full sample.

Secondary analysis
Secondary analyses will be conducted using the ITT population. No adjustment for
missing data will be performed when analysing these outcomes as no missing data is

expected for them.

Secondary outcomes will be analysed in the same way as primary outcomes using
multiple regression models with adjustment for stratification factors. The type of
regression model will depend on the data distribution. All model assumptions will be

assessed.

Number of readmissions and number of nights in psychiatric hospitalization are count
outcomes and will be analysed using Poisson or negative-binomial regression models
depending on data dispersion. Results will be presented as incident-density ratios,

which are interpreted in the same way as relative risks.

The number of nights to first readmission from INDEX to 365 days, and time under
compulsion, are time to event outcomes and analyses will be performed using
proportional hazards regression, with results presented as hazard ratios with 95%
confidence intervals. Kaplan Meier plots will also be presented and the median time

to readmission calculated with 95% confidence intervals.
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10. Analysis of tertiary outcomes

Descriptive statistics for outcome measures
For all tertiary outcomes, we will report the number and percentage of observed
values, mean and standard deviation, median and inter-quartile range, and range, by

arm and full sample.

Tertiary analysis
Tertiary analyses will be conducted using the ITT population once again. Where
patient self-reported outcomes with missing data are analysed, these data will be

imputed using multiple imputations (see Section 0).

For categorical outcomes such as self-reported adherence to treatment, substance
misuse (CAGE), experience of specific types of leverage, and types of pressure chi-
squared tests will be performed and no adjustments for stratification factors will be

possible.

For continuous or pseudo-continuous outcomes (satisfaction with service (CSQ-8 and
STAR-P), social and clinical outcomes (BPRS-24, GAF, EQ-5D, ITAQ, DAI-10, and
API), service usage (CSRI), AES subscales, Index of fairness, and Index of

effectiveness) linear regression models will be used.

Other analysis supporting the tertiary analysis (including sensitivity analyses)

A repeated measures sensitivity analysis will be conducted for endpoints measured at
multiple time points using multivariable mixed-effects regression models. All
available data from all participants will be included with missing values intrinsically
imputed within the model rather than requiring multiple imputations. Treatment,
stratification factors and time point (time since randomisation) will be entered into the
model as fixed effects and the model will contain a patient specific random intercept.
An interaction between time point and treatment group will be fitted as a fixed effect
to allow estimation of treatment effect at each time point. We will also assess whether
time should be included in the model as a random slope and different covariance

structures will be explored to determine which model best fits the data.
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11. Safety analyses

Binary safety variables such as self-harm, death, harm to others or being a victim of
crime will be analysed in the same way as the primary outcome using log-binomial

regression.

Counts of safety variables (such as number of self-harm episodes, number of times a
victim of crime, etc.) will be analysed as per secondary count outcomes using Poisson
or negative binomial regression models. Cause of death will be tabulated descriptively

by treatment group.

12. Sub-group analyses

Sub-group analyses will be conducted for the primary endpoint to test the hypothesis
that the treatment effect differs according to factors measured at baseline. The
subgroup analysis will involve fitting the same model as described for the primary
outcome with the inclusion of an additional interaction effect for the interaction
between treatment group and the relevant subgroup variable. The p value for the
interaction test will be the p-value of interest as this is the test of the stated
hypothesis. The significance of the treatment variable within each subgroup

separately will not be considered of interest.

13. Analysis of exploratory objectives

Predictors of readmission
A risk prediction model for readmission will be developed after a more thorough

literature search in order to review other potentially available models.

Mediator effects

The mediator effect of contact with service (rate of contact and type of contact) will
be assessed for the primary outcome (readmission to psychiatry hospital) and the
secondary outcomes 1) number of nights in psychiatric hospitalization; 2) number of

nights to first readmission; and 3) number of readmissions, from INDEX to 365 days.
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This analysis aims to explain how the difference of treatment between the two groups

occurred based on the contact with service experienced.’**

This analysis will consist of fitting the same models as described for the primary
outcome and secondary outcomes adding each contact with service variable
independently as a fixed factor. Results will report the treatment effect after this

adjustment, together with 95% confidence intervals whenever possible.

14. Amendments to version 3.0

Statistical methods edited and references added. Schedule of procedures and Consort

diagram inserted.
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Version history

Version Version date Changes
1.0 2014.03.31 See Section 12
2.0 2014.04.22
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1. Introduction

Preface

This document was prepared by Maria Vazquez-Montes (Senior Statistician
(Methodologist), NIHR Oxford BRC Research Fellow, Nuffield Department of
Primary Health Care Sciences) in collaboration with Constantinos Koshiaris (Medical
Statistician, Nuffield Department of Primary Health Care Sciences). The content will
be discussed with Prof. Tom Burns, Chief Investigator; Jorun Rugkédsa and Ksenija
Yeeles, Trial Managers; and Tanya Smith, Data Manager. Maria, Tom, Jorun, Ksenija
and Tanya will review and sign off the final version of this Statistical Analysis Plan
(SAP). Constantinos will be responsible for implementing the SAP. Any decisions
that need to be made during the analysis will be discussed with Jason Oke,

Constantinos’ line manager.

Purpose and scope of the plan

This document was prepared as a continuation of the Statistical Analysis Plan for the
Oxford Community Treatment Order Evaluation Trial (OCTET) (SAP v.4
2012.06.29). As such, it follows the same principles stated in Section 1.2 of the SAP
v.4 2012.06.29. It covers the analyses for the trial’s follow-up study (OCTET follow-
up study) i.e. the evaluation of disengagement and readmission in the 36 month period

following randomisation.

This statistical analysis plan will be available on request when the principal papers are

submitted for publication in a journal.

Changes from planned analysis in the protocol

The proposed analyses for OCTET Follow-up Study are described in the NIHR grant
application form RP-PG-0606-1006. This SAP presents the analyses in more detail
following the principles and amendments indicated in the SAP v.4 2012.06.29. In
particular, the types of statistical models or tests performed have been changed for
more sophisticated adjusted regression models to be used as the primary comparisons
with the simpler unadjusted tests used for secondary sensitivity analyses. The
adjustment will be done for the variables used in the stratified block design method of

randomisation. No minimisation process took place.
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All analyses will be done over the entire 36-month follow-up period from
randomisation (i.e. from INDEX to 1095 days) and are not limited to the 24 months
after the OCTET RCT ended as the RP-PG-0606-1006 form indicates.

Given that OCTET showed no difference between the two randomisation arms for

most outcomes,'>

we have changed the primary objective for the OCTET Follow-up
Study to investigate the association of compulsion and disengagement for the whole
sample as a primary objective, and investigating the effect of randomisation arm as a
secondary objective. The aims and objectives indicated in the NIHR grant application
form RP-PG-0606-1006 and discussions previous to the preparation of this SAP, the

analyses will be divided into the following four categories:

Primary analysis: To investigate the association of compulsion and levels of
disengagement;

Secondary analysis: To investigate the effect of randomisation arm on levels of
disengagement and readmission rate;

Tertiary analysis: To investigate the association of compulsion and readmission to
hospital;

Exploratory analysis: To investigate the differential impact of baseline

characteristics on the effect of duration of compulsion on discontinuity of care.

2. Trial overview

Trial summary

The purpose of Community Treatment Orders (CTOs) is to ensure a period of
improved mental health that optimally leads to subsequent voluntary engagement and
treatment concordance. OCTET tests the effectiveness of CTOs using readmission to
hospital over 12 months as the primary outcome. Further details and results from the

trial can be found in Burns and colleagues’ paper.'

Serious concerns have repeatedly been expressed that a potential increase in coercion
due to the use of CTOs (particularly if it is excessively prolonged) might lead to

greater disengagement from services. The OCTET trial provides a unique randomised
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sample that can be used to measure the long-term effects of CTOs on disengagement

and clinical outcomes.

OCTET Follow-up Study adds a fourth time-point in order to collect data over 24
additional months from the end of the initial 12 months follow up. The aim is to
investigate the effect of compulsion on disengagement (or poor continuity of care
(CoC)) in the 36 month period following randomisation. OCTET Follow-up Study also
aims to compare disengagement and readmission data between the two trial arms.
This will establish whether, in the long term, there is a difference in rates and duration
of readmission between patients who have had a period on CTO compared with those
in the control arm and whether, in the long term, there is a difference in the

engagement with services and in service use between patients in the two arms.

Study objectives
Primary objective: Association between compulsion and disengagement
To test the hypothesis that longer time under compulsion increases disengagement

from mental health services.

Secondary objectives: Comparison of randomisation arms
To test the hypothesis that compared to leave, the use of CTOs in patients with
psychosis and a history of compulsory admissions will result in:

1) an increased disengagement;

2) areduction in readmissions to hospital;

at 36-month follow up.

Tertiary objectives: Association between hospitalisation and duration of compulsion
To test the hypotheses that patients with any period under compulsion (e.g. Section 2,
3,4, 136,37, CTO and 40/48 of the Mental Health Act) will have

1) areduced hospitalisation rate;

2) alonger time to readmission;

3) and a shorter duration of admissions

compared to those with no period under compulsion.
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Exploratory analysis
Sub-group analysis
To use subgroup analysis to identify the baseline characteristics of patients which are
associated with a differential effect of duration of compulsion on discontinuity of

care.

Outcome measures

Primary outcome

The primary outcome is level of disengagement during the 36-month follow-up
period, from index leave date (date when initially left hospital after randomisation) to
1095 days. A patient will be considered as disengaged if he/she had no contact with
services for 90 days or more. Patients who reengaged after this absence period will

not be counted as disengaged.

Two variables will be used to measure the level of disengagement:

a) Time to disengagement — number of days from index leave date to the last
contact, when the last contact occurred at least 90 days (3 months) before the end of
the follow-up period (i.e. T4 date). This is a continuous variable expected to be

skewed. Data will be censored for patients discharged or lost to follow-up.

b) Discontinuity of treatment over time - number of time periods of 60 days or
more in community care without a contact with services. This is a continuous variable
expected to be skewed. Time in community care will be measured only for periods at

risk (i.e. hospitalisation periods will be excluded) as follows.

Time in community: a) Subtract time in hospital from time between index leave date
and end of study (36 months) or time when patient was lost to
follow-up.

b) A period of 3 months or more with no hospitalisations and
no contact with services will indicate that the patient

disengaged and data will be censored up to the last contact.
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According to the primary objective, level of disengagement will be compared to

duration of compulsion. This variable is defined as follows.

Duration of compulsion - number of days under any legal compulsion (e.g. Section
2, 3, 4, 136, 37, CTO, and 40/48 of the Mental Health Act) during the 36-month
follow-up period, which includes time under initial Section 3 between index and first
change of legal status.
- This variable will include inpatient and outpatient compulsion times (i.e. total
duration of periods when patient is in hospital under section (e.g. Section 2, 3,
4, 136, 37, 40/48) or in the community (under CTO)).

- Time under ‘voluntary’ status is not included in this variable.

Secondary outcomes
Readmission to hospital - Psychiatric hospitalisation in the 36-month follow-up
period is defined as the binary outcome:

1 = Patient readmitted to hospital during the study period;

0 = Patient never readmitted.

A hospitalisation episode will be defined as the period between the patient’s
readmission date and the date on which the patient leaves hospital, which should
include at least one overnight stay. Hospitalisations can be either voluntary or

involuntary.

Recall to hospital of a patient on CTOs will not be classified as readmission (it will be
understood as part of the treatment regime). If a recall ends in the CTO being

revoked, this will be calculated as a readmission from the date of recall.

Any patient who was never initially discharged from hospital after randomisation and
remained hospitalised for 1095 days after randomisation will be defined as
readmitted.

Other variables related to readmission to hospital are:

Number of nights in psychiatric hospitalization from INDEX LEAVE
DATE to 1095 days - This will include voluntary and involuntary
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hospitalizations. Nights on recall will not be included unless the recall ends in
revocation.

Number of nights to first readmission from INDEX LEAVE DATE to
1095 days - For patients (in both arms) that remained in hospital for the
duration of the trial time to first readmission will be counted as zero. Nights
on recall do not count as a readmission unless revoked.

Number of readmissions from INDEX LEAVE DATE to 1095 days - This
will include voluntary and involuntary hospitalisations but not recalls that did

not end in revocation.

Tertiary outcomes

a) Duration of compulsion will be defined as in Section 2.3.1;

b) Hospitalisation rate will be given as the proportion of patients readmitted to
hospital, according to the constraints stated in Section 2.3.2;

¢) Time to readmission is given by the variable “Number of nights to first
readmission from INDEX LEAVE DATE to 1095 days” defined in Section
2.3.2;

d) Duration of readmissions is given by the variable “Number of nights in
psychiatric hospitalization from INDEX LEAVE DATE to 1095 defined
in Section 2.3.2.

3. Study methods

Overall study design and plan

The OCTET study was a randomised, parallel arm, non-blinded study of the effect on
hospital readmissions for psychiatric treatment of discharge on CTO versus discharge
on non-CTO. The target for randomisation was 330 patients. The first randomisation
took place on 10 November 2008 and the last on 22 February 2011. Follow up
continued until 22 February 2014.

Target population

Inclusion criteria

Patients were eligible if they were:
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e Aged 18-65 years (in line with local administrative procedures for adult
mental health services);

e Diagnosed with psychosis;

e Currently admitted under section 3 or section 37 (without restrictions) of the
MHA;

e Not currently subject to any other legal restrictions;

e Judged by their clinicians (RC and AMHP) to need ongoing community
treatment, but, having considered the relevant legal standards and clinical
indicators, clinicians are genuinely uncertain as to which treatment mechanism
would be appropriate;

e Able to consent to take part in research and give written and informed consent;

e Not having participated in the study (i.e. people with multiple admissions

throughout the recruitment period should only participate in the study once).

Exclusion criteria
Patients were not eligible if they were:
e Unable to give informed consent (e.g. advanced dementia or mental disorder
too severe to give informed consent);
e Subject to incompatible legal restrictions on treatment;
e Considered by their clinicians to be clear candidates for either a CTO or leave;
e Considered to be clear candidates for immediate discharge to voluntary

treatment.

Method of treatment assignment and randomisation

Randomisation was a stratified block design, with a 1:1 allocation ratio and
stratification factors gender (male/female), schizophrenic status (yes/no), and duration
of illness (< 2yrs, > 2yrs). Sequence assignment was unknown to all active members
of the trial team until recruitment and data collection were completed. Participants

were assumed to remain in their trial arm during the 36-month follow up period.

Treatment masking
Treatment masking was ensured through the use of sealed envelopes stored and
opened by an independent researcher after consent and baseline interview took place,

and participant’s trial number and randomisation date properly recorded.
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Sample size determination
Sample size calculation was performed based on readmission rate as explained in the

SAP v.42012.06.29.

4. Data collection

All data for OCTET Follow-up Study were collected from medical records.

Timing of data collection

Recruitment took place from 10 November 2008 to 22 February 2011. Follow-up data
for OCTET were collected at 6 months and 12 months after randomisation. Data
collection from medical records for OCTET Follow-up Study continued until 22
February 2014.

Database

Description

Data were collected by research assistants from medical records. Data for the first 60
participants were collected on paper forms and entered into ACCESS database. Data
for all other participants were collected directly into ACCESS database on laptops
and later uploaded and merged to a master ACCESS database.

Data quality

Data collected on paper forms were double entered by different researchers. Double
entered data will be compared against each other and discrepancies will be discussed
and corrected by the research assistants, supervised by KY. Data entered directly into
Access database will be cleaned in Excel by the data manger (TS) with support of the

research assistants.

CK, the statistician responsible for conducting the analysis, will perform additional
data quality evaluations. These include range checks, logical and consistency checks
which may not be picked up by checks at the individual patient level by the research

staff that collected and entered the data. In the case of variables that are function of
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other variables (e.g. length of a particular hospitalisation), these will be checked by

automatic calculation of its values.

Database freeze

The final cleaned data will be frozen before we start analysing the data.

5. General issues for statistical analysis

Blinding of the statistical analysis
The consultant statistician (Jason Oke) will remain blind to the treatment allocation

until data are locked and final data analysis is to be conducted.

Analysis populations

Intent-to-treat population

The Intention-to-treat population will include all randomised patients. Data from
crossovers, drop-outs, or patients who never received the intervention assigned will be

analysed according to their randomised group.

There were three withdrawals during the OCTET study: one was already on CTO, one
self-withdrew, and one had been spending a long time (one month or longer before
randomisation) on Section 17 at time of randomisation. All available data from these

patients will be included in analyses.

There will be no per-protocol population as the trial was designed in a pragmatic way
in which it was necessary that treating clinicians could change the legal status of the
participant after their enrolment in the trial, if this was clinically appropriate in the

opinion of the clinician at the time.

Major protocol violations
Potential protocol violations:
e Discharge from section 3 on the wrong arm (no matter when patients leave
hospital).
e Patient never left hospital

e Patient withdrawn.

© Queen'’s Printer and Controller of HMSO 2016. This work was produced by Burns et al. under the terms of a commissioning contract issued by the Secretary of State for Health.
This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals provided that
suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be addressed to: NIHR
Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science Park, Southampton
SO16 7NS, UK.

333



334

APPENDIX 2

e Patient not eligible. Possible reasons:
+ Patient not eligible for CTO.
+ Patient already on CTO.
+ Patient not fulfilling inclusion/exclusion criteria.

» Patient too long on Sec 17 (one month or longer before randomisation).

Identified protocol violations:
*  One patient self-withdrew — Withdrew before T1 interview was completed.
* One patient had been on Section 17 for over a month before randomisation —
T1 CREF is still available.
* One patient was already on a CTO — T1 CREF is still available.

Methods for handling missing data

As an intention-to-treat analysis will be performed, data from all randomised patients
will be included. As data for OCTET Follow-up Study is collected directly from
medical records, any missing values are expected to occur completely at random.
Analysis of data missing completely at random returns unbiased estimates, thus no

imputation method will be used in the main analysis.

Method for handling centre effect
Sub-group analysis comparing London versus other sites will be performed for the

primary and secondary outcomes.

Method for handling randomisation, stratification or minimisation factors
Stratification variables (gender (male/female), schizophrenia status (yes/no), and

duration of illness (< 2yrs, > 2yrs)) will be adjusted for in the main analyses.

Multiple comparisons and multiplicity

Comparisons will be carried out between the two randomisation arms, between
patients with any versus no compulsion, and between patients with any vs no
disengagement. Multiplicity of secondary outcomes will be managed by conservative

reporting and interpretation of results. There will be no adjustment of p-values.
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Method for handling time-varying interventions
Similar to the analysis for the OCTET study, sensitivity analyses adjusting for number
of recalls will be performed when analysing readmission to hospital variables

(secondary and tertiary objectives).

Method for handling outliers

Potential outliers will be identified by the use of graphical methods. Any values that
are too large or too small will be checked by reviewing the relevant patient’s data. If
the value is correct, a sensitivity analysis will be performed excluding it from the

analysis to evaluate its effect on the outcome.

Derived and computed variables
Contact with services will be obtained by examining patients’ notes and medical

records. The total number of contacts with carers of any profession will be calculated.

The following variables will be automatically calculated by CK and TS separately and
compared previous to locking the dataset by comparing readmission and discharge
dates from index leave date to 1095 days:

e Number of nights to readmission;

e Total number of nights in hospital (readmissions only);

e Total number of involuntary readmissions. A readmission will be considered
involuntary if the patient was hospitalised under the MHA Sections
2,3,4,136,37 and 40/48 or there is at least one change of legal status to
“involuntary” between the readmission and readmission discharge dates;

e Total number of voluntary readmissions;

e Total number of CTO recalls;

e Total number of periods of 60 days or more in community care without
contact with service;

e Total time in community care;

e Patients disengaged;

e Disengagement date;

e Duration of compulsion.
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Planned sub-groups

Sub-group analysis for baseline socio-demographic characteristics will be performed

only for primary outcome, using discontinuity of care as a measure of disengagement.

The subgroups to be tested are as follows:

Age: <40 years vs. > 40 years;
Gender: male vs. female;
Ethnicity: white vs. others;
Born in UK: born in UK vs. born in another country;
Marital status: (single + separated/divorced) vs. married/co-habiting;
Accommodation: independent vs. (supported + homeless);
Living status: living alone (living alone +homeless + living in supported
housing) vs. living with others (living with partners/family + with others e.g.
friends);
Diagnosis: schizophrenia vs. other;
Duration of illness: <2 years vs. >2years;
Educational level: <12 years vs. > 12 years; Tertiary education y/n;
Scales:
- BPRS: <33 vs. > 33;
- GAF: <49 vs. > 49.

Centre effect will be evaluated through a sub-group analysis for both primary and

secondary outcomes. The sub-groups will be defined by the variable:

Centre (London vs. other sites).

6. Descriptive analysis

Participant flow

Participant flow will be summarized in a CONSORT diagram.

Description of interventions received during the 36-month follow up

For CTOs, the number of recalls and their duration will be summarized. For both trial

arms and for the whole sample, the time from index leave date and subsequent

occurrences will be summarized according to:
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READMISSIONS

For total sample:
Number of readmitted patients;

Number of nights in hospital (readmissions only).

For those who were readmitted:
Number of readmissions;

Number of nights in hospital (readmissions only).

For all readmissions (not per patient):
Number of voluntary readmissions
Number of involuntary readmissions;

Number of initially voluntary readmissions turned to involuntary.

OTHER INTERVENTIONS RECEIVED

Total number of tribunal hearings (MHRT);

Total number of Managers Hearings;

Number of recalls;

For all recalls, distribution of their outcomes (i.e. revocation, discharge or
back to CTO);

Total number of CTOs for the total sample (not per patient);

Average duration of CTOs for two groups of CTOs (First we will calculate
number of days between start and end date of each CTO episode. For each
episode of CTO we will record whether it was completed during the study
period (CTO end date is before T4 date) or it was an on-going CTO at T4 time
point. This will enable us to divide all CTO episodes to two groups: ‘CTOs
completed during the OCTET Follow-up Study period’ and ‘on-going CTOs at
the end of the OCTET Follow-up Study period’. Average duration (number of
days) for each group of CTOs will be calculated);
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e Number of people who never left hospital during the trial period;
e Average number of service contacts per month received in the community;

e Time under legal compulsion.

Baseline comparability of randomised groups
The baseline comparability of the two randomised groups was assessed in OCTET

study. No differences were found."

Comparison of losses to follow-up
As the main outcomes relate to contact with service and hospital admissions data
obtained from medical records, it is not expected that there will be any missing data

for these outcomes, apart from those occurring completely at random.

Tabulation of protocol violations
No further protocol violations are expected. If any are found, besides those analysed

in the OCTET study, protocol violations will be tabulated by trial arm and overall.

7. Interim analysis and safety monitoring analyses

No interim analyses or safety monitoring analyses were conducted for the 24-month

follow up period of the OCTET Follow-up Study.

8. Analysis of primary outcome

Descriptive statistics for outcome measure

For both the variables that measure the primary outcome, ‘time to disengagement’ and
‘discontinuity of treatment over time’, we will report the number and percentage of
observed values, mean and standard deviation, median and inter-quartile range, and

range, by arm and full sample.

Primary analysis
‘Time to disengagement’ is a time to event outcome and analysis will be performed
using a proportional hazards model adjusting for duration of compulsion and

stratification factors (gender (male/female), schizophrenia (yes/no), and duration of
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illness (<2yrs, >2yrs)) with results presented as hazard ratios with 95% confidence
intervals. Kaplan Meier plots will also be presented and the median time to

disengagement calculated with 95% confidence intervals.

‘Discontinuity of treatment over time’ is a count outcome and will be analysed using
Poisson or negative-binomial regression models depending on data dispersion and
adjusting for duration of compulsion and stratification factors. Results will be
presented as incident-density ratios, which are interpreted in the same way as relative

risks.

The primary analysis will be conducted on the total sample (not splitting it by trial

arm).

Other analysis supporting the primary (including sensitivity analyses)
A sensitivity analysis will be conducted for the variables measuring the primary
outcome which will consist of repeating the above analyses without adjusting for the

stratification factors.

9. Analysis of secondary outcomes

Descriptive statistics for outcome measures
For all secondary outcomes, we will report the number and percentage of observed
values, mean and standard deviation, median and inter-quartile range, and range, by

arm and full sample.

Secondary analysis
Secondary analyses will be conducted using the ITT population. No adjustment for
missing data will be performed when analysing these outcomes as no missing data is

expected for them.

Secondary outcomes will be analysed in the same way as primary outcomes using
multiple regression models with adjustment for stratification factors. The type of
regression model will depend on the data distribution. All model assumptions will be

assessed.
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The comparison of time to disengagement between trial arms will be achieved fitting
the same proportional hazards model as in the primary analysis adding trial arm as
explicative variable. The coefficient (and corresponding 95% confidence interval and
2-sided p-value) of the latter variable will be the parameter of interest interpreted as a

hazard ratio.

Similarly, the model used in the primary analysis for discontinuity of treatment will
be adjusted for trial arm, reporting its coefficient (and 95% confidence interval and 2-

sided p-value) interpreted as an incident-density ratio.

The binary secondary outcome of psychiatric hospital readmission in the 36-month
follow up period will be analysed using log-binomial regression adjusted for the trial
arm indicator and stratification factors (gender (male/female), schizophrenia (yes/no),
and duration of illness (<2yrs, >2yrs)). Results will be presented as the relative risk of
readmission under CTO compared to non-CTO, with appropriate 95% confidence
interval and 2-sided p-values. If log-binomial modelling is not possible due to model
instability then other alternatives will be explored such as Poisson regression with
robust error variances'”” a method which has the advantage of presenting results as

relative risks; or logistic regression with associated odds ratios.

Number of readmissions and number of nights in psychiatric hospital are count
outcomes and will be analysed using Poisson or negative-binomial regression models
depending on data dispersion and adjusting for trial arm indicator and stratification

factors. Results will be presented as incident-density ratios.

The number of nights to first readmission from INDEX LEAVE DATE to 1095 days
is a time to event outcome and analysis will be performed using proportional hazards
model adjusting for the trial arm indicator and stratification factors, with results
presented as hazard ratios with 95% confidence intervals. Kaplan Meier plots will be
presented and the median time to readmission calculated with 95% confidence

intervals.
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10. Analysis of tertiary outcomes

Descriptive statistics for outcome measures

For all tertiary outcomes, we will report the number and percentage of observed
values, mean and standard deviation, median and inter-quartile range, and range, by
duration of compulsion group (i.e. any compulsion vs. no compulsion). Descriptive
statistics for the full sample for these variables have been included as part of the

analysis of secondary outcomes.

Tertiary analysis
Tertiary analyses will be conducted using the ITT population once again. No
adjustment for missing data will be performed when analysing these outcomes as no

missing data is expected for them.

The association of compulsion and psychiatric hospitalisation in the 36-month follow
up period will be analysed using a log-binomial regression for psychiatric
hospitalisation adjusted for duration of compulsion and stratification factors. Results
will be presented as the relative risk of readmission for patients with any compulsion
compared to those with no compulsion, with appropriate 95% confidence interval and
2-sided p-values. Once again, if log-binomial modelling is not possible due to model
instability then other alternatives will be explored such as Poisson regression with

. 199
robust error variances.

As before, the analysis for number of nights to first readmission from INDEX
LEAVE DATE to 1095 days will be performed using a proportional hazards model
adjusting for duration of compulsion and stratification factors, with results presented
as hazards ratios with 95% confidence intervals. Kaplan Meier plots will also be
presented and the median time to readmission calculated with 95% confidence

intervals.

Similarly, duration of admissions will be analysed using Poisson or negative-binomial
regression models depending on data dispersion and adjusting for duration of
compulsion and stratification factors. Results will be presented as incident-density

ratios.
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11. Analysis of exploratory objectives

Sub-group analysis

Sub-group analyses will be conducted for the primary endpoint to test the hypothesis
that the levels of disengagement (two variables: time to disengagement and
discontinuity of treatment over time) differed according to factors measured at
baseline. The subgroup analysis will involve fitting the same model as for the primary
outcome (Section 8.2) with the inclusion of an additional interaction effect for the
interaction between duration of compulsion and the relevant subgroup variable. The
p-value for the interaction test will be the p-value of interest as this is the test of the
stated hypothesis. The significance of compulsion variable will not be considered of

interest.

Centre effect will be evaluated through a similar subgroup analysis for both primary

and secondary outcomes.

12. Amendments to version 1.0

1) Index date was changed to be Index Leave Date (date when the patient left
hospital following randomisation) in relevant variables.
2) The effect of Metropolitan vs. non-Metropolitan sites will not be analysed
(only London vs. other sites).
3) Four category ethnicity variable (white vs. black vs. Asian vs. other) and Type
of service were excluded from Sub-group Analysis.
Characteristics of the readmission sub-sample, recall outcomes, and CTO duration

were added to the list of intervention characteristics to be described.

342
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Appendix 3 Development of the Oxford
Capabilities Questionnaire—Mental Health

TABLE 66 Development of the OxCAP-MH from the OCAP and OCAP-18*

C1. Does your health in any way
limit your daily activities compared
with most people of your age?

(two-point scale: yes/no)

C63. Do you normally meet up with
friends or family for a drink or a
meal at least once a month?

and

C64-7. In general, why do you not
meet friends or family for a drink or
meal more often?

(Please tick all that apply — Lack of
money/ do not have time/Choose not
to/Some other reason)

C31. Have you recently lost much
sleep over worry?

C36. Have you recently been
enjoying your recreational activities?

C43. Is your current accommodation
adequate or inadequate for your
current needs?

C46. Please indicate how safe you
feel walking alone in the area near
your home DURING THE DAY time

C47. Please indicate how safe you
feel walking along in the area near
your home AFTER DARK

(five-point scale: Very safe to Very
unsafe)

5. Does your health in any way limit
your daily activities, compared with
most people your age?

(two-point scale: yes/no)

6. Are you able to meet socially with
friends, relatives or work colleagues?

(two-point scale: yes/no)

8. In the past 4 weeks, how often
have you lost sleep over worry?

(five-point scale: Always to Never)

9. In the past 4 weeks how often
have you been able to enjoy your
recreational activities?

(five-point scale: Always to Never)

13. Which of these applies to your
home?

(5 potential answers, one of them
being ‘I own my own home outright/
or on a mortgage.)

15. How suitable or unsuitable is
your accommodation for your
current needs?

(five-point scale: Very suitable to
Very unsuitable)

16. Please indicate how safe you feel
walking alone in the area near your
home:

(five-point scale: Very safe to Very
unsafe)

1. Does your health in any way limit
your daily activities, compared to
most people your age?

(two-point scale: yes/no)

2. Are you able to meet socially
with friends or relatives?

(two-point scale: yes/no)

3. In the past 4 weeks, how often
have you lost sleep over worry?

(five-point scale: Always to Never)

4. In the past 4 weeks how often
have you been able to enjoy your
recreational activities?

(five-point scale: Always to Never)

5. Do you own your home
(outright/or on a mortgage)?

6. How suitable or unsuitable is your
accommodation for your current
needs?

(five-point scale: Very suitable to
Very unsuitable)

7. Please indicate how safe you feel
walking alone in the area near your
home:

(five-point scale: Very safe to Very
unsafe)

continued
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TABLE 66 Development of the OXCAP-MH from the OCAP and OCAP-18° (continued)

C51. Please indicate how vulnerable
you feel to domestic violence in the
future — using a scale of 1-7 where
1 means ‘Not at all vulnerable’ and

7 means ‘Very vulnerable’

C76-80. When seeking work in
future how likely do you think

it is that you will experience
discrimination because of your . ..
Race, Sexual Orientation, Gender,
Religion, Age, and

C86-90. Outside of any work or
employment situation. How likely do
you think it is that in the future you
will be discriminated against because
of your age?

(5-point scale: Very likely to Very
unlikely)

C21. 1 am able to participate in the
political activities that affect my life if
| want to (five-point scale: Strongly
agree to Strongly disagree)

C20. I am free to express my political
views

C22. I am free to practice my
religion as | want to

(five-point scale: Strongly agree to
Strongly disagree)

C24. | respect value and appreciate
other people

(five-point scale: Strongly agree to
Strongly disagree)

C27. At present, how easy or
difficult do you find it to enjoy the
love care and support of your
immediate family?

(five-point scale: Very easy to Very
difficult)

17. Please indicate how likely you
believe it to be that you will be
assaulted in the future (including
sexual and domestic assault):

(five-point scale: Very likely to Very
unlikely)

18. In your current or any future
employment, how likely do you think
it is that you will experience
discrimination (e.g. because of your
race, gender, religion, sexual
orientation, age, or health)?

(five-point scale: Very likely to Very
unlikely)

19. Outside of any employment, in
your everyday life, how likely do you
think it is that you will experience
discrimination (e.g. because of your
race, gender, religion, sexual
orientation, age, or health)?

(five-point scale: Very likely to Very
unlikely)

11. Please indicate how strongly you
agree or disagree with the following
statements:

(five-point scale: Strongly agree to
Strongly disagree)

a. | am able to influence decisions
affecting my local area

b. I am free to express my views
including political and religious views

¢. | am able to appreciate and value
plants, animals and the world of
nature

d. | respect, value and appreciate
people around me

7. At present, how easy or difficult
do you find it to enjoy the love, care
and support of your family and
friends?

(five-point scale: Very easy to Very
difficult)

8. Please indicate how likely you
believe it to be that you will be
assaulted in the future (including
sexual and domestic assault):

(five-point scale: Very likely to Very
unlikely)

9a. How likely do you think it is
that you will experience
discrimination?

(five-point scale: Very likely to Very
unlikely)

9b.On what grounds do you
think it is likely that you will be
discriminated against? Race/
ethnicity, Gender, Religion,
Sexual orientation, Age, Health
or disability (including mental
health)

10. Please indicate how strongly you
agree or disagree with the following
statements:

(five-point scale: Strongly agree to
Strongly disagree)

a. | am able to influence decisions
affecting my local area

b. I am free to express my views
including political and religious views

c. | am able to appreciate and value
plants, animals and the world of
nature

d. | respect, value and appreciate
people around me

e. | find it easy to enjoy the love,
care and support of my family
and friends
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TABLE 66 Development of the OXCAP-MH from the OCAP and OCAP-18° (continued)

C23. My idea of a good life is based
on my own judgement, and

C56. | have a clear plan of how |
would like my life to be

(five-point scale: Strongly agree to
Strongly disagree)

C55. How often do you use your
imagination and/or reasoning in your
day to day life?

(seven-point scale: All the time to
Never)

To what extent does your work
make use of your skills and talents?

Given you family history, dietary
habits, lifestyle and health status
until what age do expect to live?

(Age in years)

e. | am free to decide for myself how
to live my life

f. 1 am free to use my imagination
and to express myself creatively (e.g.
through art, literature, music, etc.)

10. Until what age do you expect to
live, given your family history, dietary
habits, lifestyle and health status?

(Age in years)

f. I am free to decide for myself how
to live my life

g. | am free to use my imagination
and to express myself creatively (e.g.
through art, literature, music, etc.)

h. I have access to interesting
forms of activity (or employment)

11. The next question asks you to
think about your life expectancy:

The average life expectancy in
the UK is 77 years for men and
81 years for women. Some
people think they are going to
live longer than the average
person whilst other people
believe they are going to live
shorter than the average person.

11a Given your family history,
dietary habits, lifestyle and
health status, do you expect to
live ...?

(three-point scale: Longer/Same/
Shorter than average)

11b. Until what age do you
believe you are going to live?

(Age in years)

a Adaptations are highlighted in bold text.

This table is reproduced from Simon J, Anand P, Gray A, Rugkasa J, Yeeles K, Burns T. Operationalising the capability
approach for outcome measurement in mental health research. Soc Sci Med 2013;98:187-96,"** with permission

from Elsevier.
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Appendix 4 OCTET conference

Conference details for OCTET

Date:- 23 June 2009
Venue: Richard Doll Building, Oxford
Title: CTOs: A new era for community mental health care?

Number of attendees: 92

Programme:

CTO implementation: A legal Marion Rickman

perspective _ ]
Judge, Tribunal Service, Mental Health

CTO implementation: Early clinical Rob McPherson

experiences o _
Consultant Psychiatrist, 2gether NHS Foundation
Trust

CTO implementation and assertive Mike Firn

outreach

Clinical Service Development Lead, South West
London & St George's Mental Health NHS Trust
and Chairperson National Forum for Assertive
Outreach

The OCTET trial: what can it teach Tom Burns

us and how can we make it work? . ) o
Professor of Social Psychiatry, University of Oxford
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APPENDIX 4

Date:- 27 April 2010
Venue: Richard Doll Building, Oxford
Title: CTOs the story of the first 18 months

Number of attendees: 50

Programme:
The OCTET trial - Tom Burns
where are we now? Professor of Social Psychiatry,
University of Oxford
CTO and the law Belinda Cheney

Lawyer, Tribunal Judge MHRT, Director Medico-
Legal Training Ltd, Assistant Deputy Coroner

CTOs in Community Mental Health Rob Evans

Practice o
Consultant Psychiatrist,
Birmingham and Solihull Mental Health NHS
Foundation Trust

CTOs in action Wendy Paskell and Terri Mannion

AMHP Manager and MHA Service Manager
Oxfordshire Social and Community Services and
Oxfordshire and Buckinghamshire Mental Health
NHS Foundation Trust
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Date:- 21 March 2013
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Venue: Hoar Memorial Hall, Church House Conference Centre, Westminster,

London

Title: OCTET Study Conference — The results

Number of attendees: 80

Programme:

Community Treatment Orders:

Current evidence, current use and the
design for testing their effectiveness

OCTET: The Results

Do CTOs reduce the readmission rate in
psychosis patients discharged from
section 3 over the subsequent 12 months?

Operationalising the capabilities
approach for outcome measurement in
the OCTET study

OCTET Qualitative:

What do patients, carers and consultants
think of CTOs?

Jorun Rugkasa
OCTET Manager and Research Fellow,

University of Oxford and Oxford Health NHS
Foundation Trust

Tom Burns
Professor of Social Psychiatry,

University of Oxford

Judit Simon
Senior Researcher
Department of Public Health

Oxford University

Krysia Canvin
Research Fellow

University of Oxford and Oxford Health NHS
Foundation Trust
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CSO training days

Date:- 10 Feb 2010

Venue: Department of Psychiatry, Oxford
Title: OCTET CSO training day
Objectives:

e For CSOs and the OCTET team to share experience and learn from one
another about how best to recruit for OCTET

e To meet and network with others working on OCTET

Number of attendees: 35

Programme:

Background to OCTET: what are we trying to  Jorun Rugkasa
achieve and why, and how it links to the
international evidence

OCTET in the field Helen Nightingale, OCTET RA

Caroline Bennett, OCTET RA

Finding the patients: what works and what Roger Morton, CSO, Heart of England Hub
doesn’t
Shabana Bashir, CSO, Heart of England Hub
Dianne Brennan, CSO, East Midland Hub

Claire Visser, OCTET RA

OCTET from the viewpoint of Responsible Andrew Molodynski, Consultant Psychiatrist,
Clinicians. OBMH
Role play and practice in answering the Joseph El-Khoury, Specialist Registrar,
‘difficult’ questions OBMH
‘How does OCTET work locally? Small group workshop

Idea sharing and trouble shooting

Feedback, final questions and comments Lindsey Johnston OCTET RA
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Venue: Department of Psychiatry, Oxford

Title: OCTET CSO training day
Number of attendees: 20

Programme:

Welcome and update about OCTET

The history of psychiatry - why it’s a
bit different from other branches of
medicine

Clinicians views and experiences of
CTO: A national survey

Qualitative interviewing: theory and
practice.

Interactive workshop

Jorun Rugkasa
OCTET Manager and Research Fellow,
University of Oxford and

Oxford Health NHS Foundation Trust

Tom Burns
Professor of Social Psychiatry

Department of Psychiatry, University of Oxford

Andrew Molodynski
Consultant Psychiatrist,

Oxford Health NHS Foundation Trust

Krysia Canvin
Research Fellow,
University of Oxford and

Oxford Health NHS Foundation Trust
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Appendix 5 Steering group and data monitoring
committee composition

OCTET steering group

Independent clinician: Professor George Szmukler, Institute of Psychiatry, London.
Service user: Ms Alice Hicks, independent researcher, Oxford.
Service user organisation representatives: Jayasree Kalathil (Afiya Trust), 2009-10; Sophie Corlett
(Director of External Relations, Mind).
® Carer representative: Mrs Pat Ross, Oxfordshire Mind Oxford Health NHS Foundation Trust
carer representative.
® lawyer: Ms Belinda Cheney.

OCTET data monitoring committee

® Professor John Geddes, Professor of Psychiatry and Head of Oxford Clinical Trials Unit for Mental
lliness, University of Oxford.

® Professor Peter Bartlett, Professor of Mental Health Law, University of Nottingham.

® Dr Helen Doll, Senior Departmental Statistician, Health Services Research Unit, Department of Public
Health, University of Oxford.
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