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Abstract 

Background  Consensus on what outcomes should be included in trials of psychological therapies on acute psychi‑
atric inpatient wards is currently lacking. Inclusion of different viewpoints, including service user perspectives, is cru‑
cial in ensuring that future trials measure outcomes which are meaningful and important. Development of a Core 
Outcome Set (COS), a minimum standardised set of outcomes to be measured and reported, would help improve 
synthesis and interpretation of clinical trial data in this area.

Methods  Stage 1 of the COS development involved compiling a comprehensive long-list of outcomes from key 
sources including i) a systematic review of outcomes from published trials, ii) online survey of key stakeholders (ser‑
vice users, carers, healthcare professionals, researchers, and end users of research), iii) qualitative interviews with ser‑
vice users and carers. Stage 2 involved stakeholder groups short-listing the outcomes using consensus methods 
(e-Delphi survey). The final outcome set was derived from the short-list at a consensus meeting of stakeholders, 
facilitated by an Independent Chair.

Results  A long-list of 68 outcomes was compiled from the systematic review (n = 30 trials), online stakeholder survey 
(n = 100 participants) and qualitative interviews (n = 15 participants). Fifty stakeholders took part in the e-Delphi study, 
where the long-list was cut down to a short-list of 12 outcomes over 2 rounds. Nine stakeholders took part in the final 
consensus meeting, and after some outcomes were removed and/or amalgamated, a final set of 6 outcomes was rec‑
ommended for inclusion in the COS. These were Ability to Cope, Hopefulness, Quality of Life, Psychosis Symptoms, Mood, 
and Self-Harm Behaviours.

Conclusions  Widespread future adoption of the COS will reduce research waste by ensuring that outcomes are 
more easily comparable across trials, and that the full range of stakeholder priorities are represented in trial outcomes. 
This makes it more likely that effective therapies will be identified in a timely fashion and successfully implemented 
in routine clinical practice. The final 6-outcome COS should be feasible to implement given the need keep participant 
burden to a minimum in inpatient trials. Further work is needed to make recommendations for the best outcome 
measurement instruments to use, including the use of patient-reported outcomes alongside clinician-rated measures.

Trial registration  Not applicable.
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Introduction
Randomised controlled trials are used to assess the effi-
cacy and effectiveness of healthcare treatments. However, 
many trials do not translate into benefits in patient care 
due to serious limitations in their conduct and reporting 
[1]. A key limitation relates to inadequate selection and 
reporting of outcome measures. One initiative to address 
this is the development of core outcome sets for clinical 
trials. Core outcome sets (COS) are an agreed, standard-
ised collection of outcomes which should be measured 
and reported, as a minimum, in all trials for a specific 
area of clinical research [2].

There are two main steps to developing a COS. The first 
step is to set out ‘what’ should be measured (also known 
as outcomes, or outcome domains). An example of an 
outcome would be depression. The second step is to then 
specify options for ‘how’ an outcome should be measured 
(also known as an outcome measure instrument (OMI)). 
An example of an outcome measure instrument for the 
outcome of depression would be the Patient Health 
Questionnaire (PHQ-9) [3]. Note that there may be sev-
erable suitable outcome measure instruments for the 
same outcome. The goal of developing a COS is always to 
firstly address the question of what should be measured, 
rather than how it should be measured. This is particu-
larly important to understand in relation to gold practice 
in COS development, which is that all outcomes must 
be potentially considered for inclusion regardless of the 
current OMIs available to measure them [4]. This guards 
against potentially important outcomes being overlooked 
because of a lack of a validated tool to measure them. 
Identification of core outcomes can be an important cat-
alyst to the development of validated and psychometri-
cally robust tools to measure important outcomes which 
may have been neglected in earlier literature, particularly 
in relation to outcomes of particular importance to ser-
vice users and carers (e.g. recovery measures in mental 
health such as the Questionnaire about the Process of 
Recovery (QPR) [5].)

The development and implementation of core out-
come sets promotes meaningful interpretation and syn-
thesis of studies, by reducing heterogeneity in outcome 
measurement. This is important because there are a wide 
range of potential outcomes which could be measured 
in a clinical trial. However, the widespread use of non-
overlapping outcome measures between trials increases 
research waste and limits the progression of the evidence 
base through synthesis methods such as meta-analyses, 
which rely on comparable outcomes being measured 
across trials in the same area. Despite advancements in 
COS development, the latest systematic review of avail-
able COS in 2021 reported that only 5/370 (1.4%) were 
for mental health trials, with 350/370 (94.6%) being for 

physical health trials [6]. This indicates a clear need for 
more mental health core outcome sets to be developed.

Another key function of a COS is to widen the range 
of viewpoints which are considered in the selection of 
outcome measures. Core outcome sets are developed 
by consensus methods which ensures that all key stake-
holders, including service-users and carers, are involved 
in selecting outcomes to be included in the COS. This 
is important as different stakeholders can have different 
priorities for treatment outcomes. For example, service 
users may emphasise quality of life and overall function-
ing, rather than a sole focus on symptom reduction [7]. 
Including service user views on outcome measures in 
mental health is particularly important due to high lev-
els of stigma associated with mental health diagnoses [8], 
particularly for people with severe mental illness [9, 10]. 
Societal prejudices against marginalised groups such as 
mental health service users can lead to their views not 
being sought out in the first place due to negative stereo-
types, or their views being discounted and ignored due 
to a lack of perceived credibility, which is a form of epis-
temic injustice [11, 12].

Inpatient care is an important area of mental health 
services where consensus on outcome measurement 
is currently lacking. Acute inpatient care is for people 
with complex needs and high levels of risk, with diag-
noses including schizophrenia, bipolar disorder, and 
personality disorder. Globally, inpatient care accounts 
for a disproportionate amount of healthcare budgets 
[13]. However, service user and carer experiences of an 
inpatient admission are often highly negative [14–16], 
and high short-term readmission rates [17–19] indicate 
failures in the effectiveness of inpatient care in helping 
people to stay well after discharge. Although models of 
inpatient care differ across international healthcare sys-
tems, in general the key components are assessment 
and treatment of acute illness, management of risk, and 
provision of a safe environment for rehabilitation [20]. 
To fulfil these functions, inpatient care requires a highly 
skilled multi-disciplinary team delivering a full range of 
psychosocial interventions. However, access to evidence-
based inpatient psychological therapies is limited in the 
UK [21], and the international literature on inpatient care 
further indicates a lack of access to therapies as a com-
mon reason for service user dissatisfaction with care [22].

Developing the evidence base for inpatient psycho-
logical therapies, which are appropriately adapted to 
the setting, and specifically focused on the therapeutic 
targets of acute care (e.g. crisis resolution) is therefore 
an urgent priority. A newly developed core outcome set 
will help better align the therapeutic targets of future tri-
als with the expressed needs of services users and car-
ers, alongside the views of researchers and healthcare 
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professionals. Related core outcome sets which have 
already been developed include one for evaluating inter-
ventions designed to improve discharge from inpatient 
services [23]. This COS included four outcomes; read-
mission, quality of life, suicide completed, and service-
user reported psychological distress [23]. The COS did 
not include the additional step of specifying which out-
come measure instruments should be used to measure 
these outcomes, noting that this is an important step for 
further work. Whilst complementary to the aims of the 
current study, the scope and intended application dif-
fered in that it focused on the transition from inpatient 
to community services, rather than treatment delivered 
during the inpatient admission itself. Furthermore, the 
discharge COS was designed for a wider range of inter-
ventions, including at a service level (e.g. changing dis-
charge procedures), not just psychological interventions. 
As noted above, existing mental health COS are very 
limited, and previously developed COS for severe men-
tal illness (psychosis and schizophrenia) have focused 
on evaluation of services [24] and patient-reported out-
comes [25] in community rather than inpatient settings. 
The COS of patient-reported outcome measures in psy-
chosis for community services comprised 9 outcomes 
across different domains (depressive symptoms, positive 
psychosis symptoms, negative psychosis symptoms, manic 
symptoms, personal recovery, sleep disturbance, func-
tioning, physical health, and anti-psychotic medication 
side effects) [25]. This shows the importance of having a 
wide range of stakeholder input to develop a balanced 
and comprehensive COS, which is not solely focused on 
symptom reduction, but also includes other important 
outcomes such as recovery and functioning.

The research objective of the current study was there-
fore to develop a Core Outcome Set (COS) for psycho-
logical therapy trials conducted in acute mental health 
inpatient services. The population to be covered by the 
COS was defined by the setting in which people were 
receiving care (acute mental health inpatient wards) 
rather than a specific diagnosis or health condition, as 
people admitted to mental health wards have a range 
of different difficulties and diagnoses (e.g. psychotic 
symptoms, mania and/or depression, suicidal ideation, 
self-harm). The interventions to be covered by the COS 
were defined as psychological (‘talking’) therapies, with 
no restriction on the type of therapy model used (e.g. 
cognitive-behavioural therapy) or mode of delivery (e.g. 
group/individual). The COS was developed to cover ther-
apies primarily designed to be delivered either entirely 
or primarily within the course of an inpatient admission, 
rather than primarily community-based therapies which 
may be initiated during an inpatient admission. The aim 
of this study was to develop the ‘what’ of the COS, i.e. 

what outcomes should be measured. Specifying ‘how’ 
these should be measured i.e. what outcome instruments 
should be used was out of scope and will be covered in 
future work.

Method
We used best-practice methodology for COS develop-
ment, according to the COS-STAD recommendations, 
which stipulates that key stakeholders should be involved 
in the COS development, including healthcare profes-
sionals, researchers, and service users/carers [4]. The 
COS-STAD guidelines further recommend that the initial 
list of outcomes must include, at minimum, both health-
care professionals and service user/carer views, and there 
must be a transparent a priori consensus method includ-
ing criteria for including, dropping, and adding outcomes 
over the stages of the COS development. In line with 
these guidelines, our method for developing the COS 
comprised three main stages.

1.	 Conducting a systematic review of existing litera-
ture and consulting with key stakeholders through 
an online survey and semi-structured interviews, to 
develop a long list of possible outcomes.

2.	 Using e-Delphi methodology to generate consensus 
and refine the longlist into a shortlist of outcomes.

3.	 Finalising the core outcome set from the shortlist at a 
consensus meeting.

Protocol/registry entry
The protocol was pre-registered before data collec-
tion began on the COMET (Core Outcome Measures 
in Effectiveness Trials) website (https://​comet-​initi​ative.​
org/​Studi​es/​Detai​ls/​2045) and on the Open Science 
Framework (https://​doi.​org/​10.​17605/​OSF.​IO/​ENY8G). 
This paper is written in line with reporting guidelines for 
COS development (COS-STAR; [26]).

Research team reflexivity and PPE (people with personal 
experience involvement)
The research team included clinical academics, a research 
psychologist, trainee clinical psychologists, psychology 
MSc students, and a lived experience researcher. As a 
team we brought multiple perspectives and experiences 
to the COS development, based on working in inpatient 
settings as healthcare professionals, conducting exten-
sive inpatient research, and having lived experience as an 
inpatient service user. We recognised that these multiple 
experiences informed our view of outcomes in inpatient 
care. For example, we reflected on how people receiving 
inpatient care are often a highly marginalised group in 
society, and historically their experiences and narratives 

https://comet-initiative.org/Studies/Details/2045
https://comet-initiative.org/Studies/Details/2045
https://doi.org/10.17605/OSF.IO/ENY8G
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may have been ignored or discounted in terms of treat-
ment outcomes. We were therefore particularly aware 
of the need to recognise and address these power imbal-
ances in the process of short-listing outcomes. Alongside 
the lived experience researcher as a member of the core 
research team, we additionally consulted with an advi-
sory group of service users and carers from the Univer-
sity of Bath at the beginning of the project which helped 
to inform the design and conduct of the study.

Participants
We identified 5 key stakeholder groups for the COS 
development process, and they were drawn upon at rel-
evant stages, which is outlined further below: -

1.	 Service user: Anyone who is currently, or has in the 
past, been in receipt of inpatient care from mental 
health services (National Health Service (NHS) and/
or private) within the last 5 years in a UK setting.

2.	 Informal carer: Anyone who self-defines as a non-
professional carer of someone in receipt of inpatient 
care from mental health services (NHS and/or pri-
vate) in a UK setting (currently, or in the past five 
years).

3.	 Healthcare professionals: Anyone who has been a 
patient-facing healthcare professional based on an 
inpatient ward, not limited to those who provide psy-
chological therapy, but those who provide other ele-
ments of inpatient care for someone receiving men-
tal health care (NHS and/or private) in a UK setting 
(currently, or in the past five years).

4.	 Researchers: Anyone who is a researcher or trialist of 
mental health care (NHS and/or private) in a UK set-
ting (currently, or in the past five years).

5.	 End users of research: Anyone who is a key informant 
including: policy makers, non-government organisa-
tions, National Health Service management, com-
missioners, mental health advocates and third sector/
governmental professionals (such as social workers) 
of mental health care (NHS and/or private) in a UK 
setting (currently, or in the past five years).

For the semi-structured interviews with service users 
and carers, we additionally restricted the experience of 
inpatient care to within the last year (rather than 5 years) 
so that people would be more easily able to recall their 
experiences in detail.

We recognised that people often have multiple identi-
ties (for example, someone may have lived experience 
as both a service user and a healthcare professional), 
and therefore we asked people to decide which stake-
holder group they would like to primarily respond as for 
each stage. We restricted participation to people with 

UK-related experience because health care services can 
vary widely between different countries due to various 
factors (e.g. funding models), and the aim was to pro-
duce a COS which would be a good fit for the UK NHS 
(National Health Service). However, we did plan to 
include eligible international studies in the systematic 
review, to improve the generalisability and scope of the 
final COS. Participants were recruited using a variety of 
sources, including adverts disseminated via social media 
(e.g. Twitter, Facebook), mental health charities (e.g. MQ 
participate), and professional bodies (e.g. British Psycho-
logical Society).

Stage 1 – long‑listing
Systematic review
First, we conducted a systematic review of existing stud-
ies of psychological therapies in acute inpatient mental 
health settings to extract outcome measures. The review 
protocol was written and registered on a publicly acces-
sible registry (https://​www.​crd.​york.​ac.​uk/​prosp​ero/​displ​
ay_​record.​php?​ID=​CRD42​02234​5003).

We first screened studies from three existing system-
atic reviews of inpatient psychological therapies, which 
between them covered a range of study designs and 
therapeutic approaches [27–29]. We then ran additional 
electronic database searches (PubMed and Scopus) on 
1st June 2022 to identify any new studies which had been 
published since the last review was conducted. See Addi-
tional File 1 for full search terms.

Studies were eligible for inclusion if they were ran-
domised controlled trials (RCTs) of a psychological 
therapy (any type) on acute inpatient wards (regardless 
of participant diagnosis). All records were independently 
double-screened for inclusion by two researchers at both 
title/abstract and full-text review. Any conflicts were 
resolved by discussion, with the senior author (PJ) being 
consulted where necessary. Data extraction was com-
pleted using a standardised data extraction template, 
with all data independently double-extracted by two 
researchers with any conflicts resolved by discussion. 
We extracted data on what types of outcomes, what 
time-points outcomes were measured at, and how out-
comes were measured (outcome measure instruments). 
All stages of the review were conducted using the review 
software package Covidence.

Online stakeholder survey
We recruited participants from all 5 stakeholder groups 
to take part in an anonymous online survey asking what 
outcomes would be important to measure for inpa-
tient psychology trials (hosted via the online platform 
Qualtrics). The questions were based on a previous 
COS development study related to psychiatric inpatient 

https://www.crd.york.ac.uk/prospero/display_record.php?ID=CRD42022345003
https://www.crd.york.ac.uk/prospero/display_record.php?ID=CRD42022345003
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settings [23] and in collaboration with the University of 
Bath Lived Experience panel. We included a mixture of 
general questions addressed to all stakeholders and ques-
tions tailored to specific groups (see Additional File 1 for 
survey questions).

Qualitative interviews with service users/carers
We focused our in-depth qualitative data collection with 
service users and carers, given that their priorities for 
outcomes were least likely to be already captured in the 
existing literature. Qualitative interviews also allowed for 
deeper exploration of meanings in the outcomes service 
users and carers suggested, as we were also aware this 
stakeholder group will refer to outcomes using different 
words and phrases compared to researchers and health-
care professionals who will be more likely to use medical 
terminology (e.g. feeling low vs. depressive symptoms). 
The semi-structured interview topic guide was based on 
the survey questions for service users and carers, with 
the aim of exploring participants responses in more 
detail (see Additional File 1 for topic guide). The inter-
views were conducted online using video calls by CM and 
RH and were recorded for verbatim transcription. None 
of the interviewees were previously known to the inter-
viewers in any capacity. CM developed the initial cod-
ing framework after a period of deep immersion in the 
data through re-listening to interview recordings, and 
transcribing, checking, and re-reading transcripts. Ini-
tial codes were then discussed and further refined in the 
wider team with RH, PJ, LC, and IH.

Development of long‑list
Outcomes from the systematic review, online stakeholder 
survey, and the qualitative interviews were first pooled 
together. Duplicates were then identified by mapping ver-
batim outcomes onto standardised terms to group them 
together (e.g. “being released” mapped onto “discharge”). 
This was an iterative process done by discussion and con-
sensus by the core research team (PJ, LC, IH, & CM). 
Where there was uncertainty as to whether two simi-
lar terms were referring to the same outcome, we erred 
towards keeping them separate as to keep a finer degree 
of granularity in the data in the initial stages. We then 
mapped each outcome to an established taxonomy of 
outcomes across different health areas [30]. This taxon-
omy has five core areas (death, physiological/clinical, life 
impact, resource use and adverse events) further divided 
into 38 more detailed outcome domains under each core 
area.

The final long-list of outcomes was then used to popu-
late the e-Delphi survey. The wording of all outcomes 
was checked by our lived experience researcher and 

University of Bath Lived Experience panel to ensure they 
were easily understandable and written in plain English.

Stage 2 – short‑listing
Procedure
The e-Delphi survey was hosted by the COMET Del-
phi Manager software (http://​www.​comet-​initi​ative.​
org/​delph​imana​ger/) specially designed for core out-
come set development. Over 2 rounds, participants from 
across stakeholder groups rated each long-listed item on 
a 9-point Likert scale, grouped into 3 categories (‘Not 
important’ – 1–3, ‘Important but not critical’ – 4–6, 
‘Critical’ – 7–9). We originally planned that any out-
come scored as ‘Critical’ (7 – 9) by ≥ 75% of participants 
would automatically be short-listed, and any outcome 
scored as ‘Not important’ (1–3) by ≥ 75% of participants 
would automatically be excluded after round 1. However, 
we later refined these criteria as no outcomes satisfied 
these criteria after round 1 (see results section for fur-
ther detail). All other outcomes would then be presented 
again in round 2 for re-rating, with participants shown a 
visual summary of how others in each stakeholder group 
voted in round 1. Participants were given the option of 
suggesting any additional outcomes they felt were impor-
tant in stage 1 using a free-text box. Any outcomes scored 
as ‘Critical’ (7 – 9) by ≥ 75% of participants after round 2 
would meet criteria for the short-list.

Stage 3 – final consensus meeting
Procedure
An online consensus meeting was held to decide which 
outcomes to include in the final COS, from the short-
list. Participants were recruited across key stakeholder 
groups. The consensus meeting was chaired by an inde-
pendent researcher with expertise in consensus meth-
odology and inpatient research who was not a member 
of the core research team. Participants were presented 
with the short-listed outcomes in advance of the meet-
ing and given an overview of the aims of the meeting. 
Given the power imbalances which may arise both within 
and between different stakeholder groups, the impor-
tance of everyone’s viewpoint was emphasised. It was 
acknowledged that different people may prioritise differ-
ent outcomes to include in the final COS, but the goal of 
the meeting was to reach consensus on the overall most 
important outcomes to include. Participants were fur-
ther instructed that limitations to measurement of out-
comes (e.g. current lack of psychometrically validated 
outcome measure instruments) should not be a barrier 
to inclusion in the final COS. This was because if an out-
come was judged to be important to include this could 
provide the impetus for better measure development in 
the future. Use of anonymous online voting software was 

http://www.comet-initiative.org/delphimanager/
http://www.comet-initiative.org/delphimanager/
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used during the meeting to help facilitate the process of 
reaching consensus.

Results
Outcome selection across all stages of the COS is sum-
marised in Fig. 1.

Stage 1 – long‑listing (systematic review, online survey, 
qualitative interviews)
For the systematic review, a total of 1952 studies were 
screened for eligibility, including studies identified via 
previous reviews, and updated searches of electronic 

databases. Sixty-two studies were assessed for eligibil-
ity at the full-text stage, with 30 meeting inclusion in the 
final sample (see Additional File 1 for PRISMA diagram).

Trials were conducted across a range of countries, 
although most were from the United Kingdom (n = 8) 
and United States (n = 6) (see Additional File 1 for table 
of characteristics and full reference list for included 
studies). Only 13/30 studies (43%) clearly designated a 
primary outcome, so we extracted data on all reported 
outcomes, regardless of designation of primary/second-
ary outcomes. There were 152 outcomes in total across 
all 30 studies (range = 2–14, mean = 5.5). After grouping 

Fig. 1  Summary of COS development
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together duplicate outcomes described using different 
terms, there were 43 unique outcomes across trials.

One hundred people took part in the online survey 
(Service Users = 33, Carers = 10, Healthcare Profession-
als = 31, Researchers = 18, End Users of Research = 8). 
Most respondents were women (79/100, 79%), and of 
White ethnicity (83/100, 83%). There was a spread of age-
groups (18–29  years = 24/100;24%, 30–39 = 26/100;26%, 
40–49 = 26/100;26%, 50–59 = 13/100;13%, 60 + 
= 11/100;11%). An initial total of 717 outcomes were 
identified from verbatim survey responses.

Fifteen participants (14 Service Users, and 1 Carer) 
took part in individual qualitative interviews conducted 
online via videocall. There were 4 men and 9 women, 
with a spread of ages from 18 to 49. There were a range of 
ethnicities (White = 4, Black/Mixed ethnicities/Other = 8, 
prefer not to say/missing = 3). One hundred and thirty-
two outcomes were coded from the interview transcripts. 
Analysis of the interview data is reported in more depth 
in a linked qualitative paper [31].

Collating together the outcomes from the system-
atic review, the online survey, and the qualitative inter-
views resulted in a total of 892 outcomes. After grouping 
together the same outcomes referred to under different 
terms, 824 duplicates were identified and removed. This 
resulted in 68 different outcomes on the long-list, which 
we further categorised using an established taxonomy of 
outcomes [30] as described in the method (see Table  1 
for longlist and shortlist of outcomes).

Stage 2 – short‑listing
Fifty people took part in the e-Delphi study (Service 
Users = 15, Carers = 5, Healthcare Professionals = 17, 
Researchers = 12, End Users of Research = 1). As with 
the survey, the majority were women (36/50; 72%) and 
of White ethnicity (38/50; 76%). There was a spread of 
age-groups (18–29  years = 8/50;16%, 30–39 = 11/50;22%, 
40–49 = 12/50;24%, 50–59 = 5/50;10%, 60 + = 5/50;10%). 
There were missing demographic data for 9 participants 
due to a technical error on the software platform. All 50 
participants responded to round 1 (68 outcomes pre-
sented for rating), and 46/50 (92%) responded to round 2.

After round 1, 6/68 outcomes were rated as ‘Critical’ 
(7–9) by ≥ 75% of participants and were automatically 
put forward to the short-list as per protocol. However, as 
per our pre-specified protocol criteria, no outcomes were 
scored as ‘Not important’ (1–3) by ≥ 75% of participants 
at this stage. Therefore, we made a protocol amendment 
and adjusted the threshold to ≤ 50% rating as ‘Critical’ 
which led to 34 outcomes being removed. In round 2, 
28 outcomes were re-rated by participants. A further 22 
outcomes were further removed after this stage using the 
amended criteria (≤ 50% rating as ‘Critical’). This resulted 

in 12 outcomes being put forward to the final consensus 
meeting (see Table 1).

Stage 3 – final consensus meeting
Nine people took part in an online consensus meeting, 
chaired by an independent person outside of the research 
team. Participants were 3 Service Users, 2 Researchers, 1 
Carer, and 3 Healthcare Professionals (8/9 (89%) women, 
8/9 (89%) White ethnicity). Participants ranked the 12 
short-listed outcomes according to importance using 
anonymised voting software at the beginning and end 
of the meeting to give an overview of consensus within 
the group. Overall, there were no areas of strong disa-
greement, with no definite number of outcomes recom-
mended, but with an initial top 6 clearly prioritised. The 
group suggested that two of the short-listed outcomes 
were very similar and could be amalgamated (incorporat-
ing ‘feeling you can manage your emotions’ under ‘ability 
to cope’ which was seen as a broader and more helpful 
outcome). Furthermore, ‘anxiety’ and ‘depression’ were 
seen as important, but would be better included under 
an umbrella outcome of ‘mood’ which was seen as more 
inclusive and generalisable across different problem 
areas. There was also a discussion over the complexities 
of defining the meaning of ‘self-harm’. It was suggested 
the outcome should focus on self-harm ‘behaviours’, as 
these related to risk behaviours which often trigger the 
need for an inpatient admission such as cutting or tak-
ing an overdose, and reduction of risk is a key focus of 
inpatient care.

After the final consensus meeting, and amalgamat-
ing outcomes where suggested, a final set of 6 outcomes 
were included in the Core Outcome Set. A range of dif-
ferent domains were covered in the final set, including 2 
outcomes under the Emotional Functioning/Wellbeing 
domain (Ability to Cope and Hopefulness), 1 under Life 
Impact (Quality of Life), 2 under Psychiatric Outcomes 
(Psychotic Symptoms and Mood) and 1 under Adverse 
Events (Self-harm Behaviours). See Fig.  2 for the final 
Core Outcome Set.

Discussion
The aim of this study was to develop a Core Outcome Set 
(COS) for psychological therapy trials on acute psychi-
atric inpatient wards. We developed the COS by review-
ing the existing trials literature and consulting with key 
stakeholder groups (service users, carers, healthcare 
professionals, researchers, and end users of research). 
Consensus methods were used to create a short-list of 
outcomes which was then further refined into a final COS 
of 6 outcomes; Ability to Cope, Hopefulness, Quality of 
Life, Psychosis Symptoms, Mood, & Self-harm Behaviours.
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Table 1  Longlist & shortlist of outcomes (grouped by outcome domain)

Longlist (68 outcomes) Shortlist (12 outcomes)

Domain: Adverse events
 1. Verbal/physical aggression

 2. Use of restrictive practices on ward e.g. use of restraint/seclusion

 3. Self-harm 1. Self-harm

 4. Suicidal thoughts 2. Suicidal thoughts

Domain: Cognitive Functioning
 5. Ability to think clearly

 6. Concentration

 7. Sense of humour

 8. Memory

 9. Problem solving

Domain: Emotional Functioning/Wellbeing
 10. Ability to cope 3. Ability to cope

 11. Feeling like you can make decisions for yourself 4. Feeling like you can make decisions for yourself

 12. Feeling you can manage your emotions 5. Feeling you can manage your emotions

 13. Enjoyment in activities

 14. Hopefulness 6. Hopefulness

 15. Happiness

 16. Shame

 17. Impulsivity (acting on the spur of the moment)

 18. Having a clear sense of identity

 19. Feeling motivated to pursue your goals

 20. Feeling like life has a purpose

 21. Feeling like you have a purpose

 22. Self-compassion

 23. Feeling capable

 24. Feeling confident in yourself

 25. Self-esteem

 26. Feeling internalised stigma (self-stigma)

 27. Feeling stigmatised by others

 28. Stress

 29. Understanding of difficulties

 30. General wellbeing

 31. Doing things I enjoy

Domain: Social Functioning
 32. Ability to socialise with others

 33. Ability to communicate needs and wishes 7. Ability to communicate needs and wishes

 34. Ability to communicate thoughts and feelings

 35. Feeling connected to other people

 36. Feeling part of society

 37. Feeling part of your community

 38. Feeling isolated

 39. Doing things to serve your community/others

 40. Being able to see things from other people’s perspectives

 41. Recognising support from others

 42. Living life in line with values

Domain: Role Functioning
 43. Taking charge of things for myself

 44. Being able to fulfil my voluntary/community roles
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As expected, the outcomes in the COS overlap to a cer-
tain degree to other COSs in related areas. The Tyler et al. 
COS for discharge from inpatient care [23] also included 
Quality of Life as an outcome, as do a large majority of 
COS across different health areas [6]. This shows the 
importance of holistic outcomes which take into account 
a person’s overall life and wellbeing and how it may be 
impacted by a particular health condition. In compari-
son to the COS for psychosis community services, both 
include outcomes relating to a range of different domains 
including symptoms, recovery, and functioning [25], 
although the community COS has more outcomes overall 
(9 vs. 6 respectively). We did not pre-determine, or other-
wise restrict the COS to a fixed number of outcomes, or 
domains which must be covered. However, given the final 
COS ended up including a range of different domains, 
including functioning and life impact alongside symp-
toms and adverse events, we believe this represents a bal-
ance of outcomes prioritised by key stakeholders, in line 
with the general goal of core outcome set development.

Strengths and limitations
The strengths of our approach included a strong 
emphasis on service user involvement throughout the 
planning, conduct, and analysis of the study, alongside 
having service users as participants in the study. We 
attempted to compensate for the under-representation 
of service user and carer views in the existing litera-
ture, by making them the focus of our more in-depth 
qualitative interviews. Our sampling strategy focused 
on recruitment routes outside of clinical services, 
which arguably may have broadened the range of views 
included in the study, by not limiting participation to 
people currently in receipt of mental health services. 
Avoiding recruiting participants through clinical teams 
can also guard against unconscious bias and excessive 
gate-keeping [32]. The converse to this is that we do not 
have detailed information on the nature of people’s care 
with services, diagnoses, or treatment plans, and so we 
cannot explore how these factors may have impacted 
people’s views. Likewise, we did not ask healthcare 

Table 1  (continued)

Longlist (68 outcomes) Shortlist (12 outcomes)

 45. Being able to fulfil my role at work

 46. Being able to fulfil my role with family members/friends/pets

 47. Being able to manage my money/finances

 48. Being able to manage things at home e.g., cooking, cleaning

Domain: Physical Functioning
 49. Personal care e.g., showering, wearing clean clothes, grooming

 50. Taking care of physical health conditions e.g. asthma, diabetes 8. Taking care of physical health conditions e.g. asthma, diabetes

 51. Sleeping well

 52. Taking care of daily health e.g., regular exercise, balanced meals

Domain: Life Impact
 53. Following treatment plan

 54. Satisfaction with treatment

 55. Quality of life 9. Quality of life

Domain: Resource Use
 56. Frequency of crisis episodes after discharge

 57. Level of care needs during admission e.g., level of 1:1 nursing observation

 58. Level of care needs after discharge

 59. Leave from ward

 60. Length of admission

 61. Readmission to hospital

 62. Use of other services e.g., A&E, GP, community MH services

Domain: Psychiatric Outcomes
 63. Anxiety 10. Anxiety

 64. Depression 11. Depression

 65. General distress

 66. Mania e.g. elated mood, irritability

 67. Psychosis e.g. hearing voices, paranoia, grandiose beliefs 12. Psychosis e.g. hearing voices, paranoia, grandiose beliefs

 68. Substance misuse
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professionals to report their core professional group, 
so we are also unable to assess whether there was a 
balance of representation across nurses, psycholo-
gists, psychiatrists etc. or how views may have differed 
between these sub-groups.

Although all key stakeholder groups were represented 
across all stages of the study, we did not impose quo-
tas for each group, which meant that we ended up with 
uneven proportions of different groups across stages. 
Notably, we only had 1 person who identified as an end 
user of research in the e-Delphi stage. We found recruit-
ing this stakeholder group particularly challenging 
through non-NHS routes as we did not have permission 
to directly approach Integrated Care Boards (ICB), who 
include commissioners and other end users. This could 
be addressed in future mental health core outcome sets 
by broadening recruitment pathways to target all stake-
holder groups more efficiently. It is also important that 
the people involved in developing the COS reflect the 
intended target population. For example, Black people 
are over-represented in inpatient care compared to the 
general population, and are four times more likely to 
be subject to compulsory detention under the Mental 
Health Act compared to White people [33]. Although the 
participant sample overall was ethnically diverse, most 
respondents across all stages and stakeholder groups 
identified as White British. Targeted recruitment strate-
gies could have been valuable in purposively sampling 
people from Black ethnic groups to increase the repre-
sentation of their views in the COS.

Implementation and future research
In developing a COS which was designed to be imple-
mented in an acute inpatient setting, we were particu-
larly aware of the need for a relatively small outcome set, 
which could be feasibly delivered in a short period of 
time reducing administrative burden. Minimising partici-
pant burden is also particularly important for inpatient 
therapy trials as participants may be experiencing high 
levels of distress and impairment associated with symp-
toms, including reduced concentration levels and cogni-
tive difficulties [34]. Recommending specific Outcome 
Measure Instruments (OMI) for each outcome was out 
of the scope of the current study, therefore it is not pos-
sible to specify the expected average time to complete the 
COS. However, as a range of OMIs are available for each 
outcome, which vary according to the length of the meas-
ure and how long they take to complete, this allows for 
extra flexibility in making the COS as quick and simple to 
complete as possible within the constraints of the avail-
able resources of each individual trial.

It is important to emphasise that a COS is a minimum, 
not a maximum, set of outcomes to be measured and 
reported in a trial. Therefore, psychiatric inpatient tri-
als of psychological therapies can implement the current 
COS, alongside adding any additional outcomes which 
would be specifically relevant to the treatment target. For 
example, previous inpatient therapy trials have included 

Fig. 2  Final Core Outcome Set
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measures of self-stigma [35] and sleep dysfunction [36] 
as primary clinical outcomes in line with the goals of 
the therapy being evaluated. A COS is no threat to the 
tailoring of outcomes to the intended therapeutic tar-
get, and also does not dictate which outcomes should be 
designated as primary or secondary. This is an important 
issue to address within the research community, given 
that a recent survey of triallists across different health 
areas cited the preference for researchers to choose 
their own outcomes, or the idea that core outcome sets 
restrict the choice of outcomes, as major attitudinal bar-
riers to the uptake of core outcome sets [37]. Recent 
adoption of guidelines by major UK funders such as the 
NIHR (National Institute for Health Research) in encour-
aging the use of available core outcome sets in grant 
applications is a welcome initiative which helps to raise 
awareness of the availability of relevant COSs as well as 
embedding the expectation that they should be used as 
part of standard practice.

Further work will be needed to examine how this COS 
might be applied in international settings beyond the UK, 
and also in a range of different inpatient settings beyond 
acute wards, including rehabilitation, forensic, and spe-
cialist wards (e.g. eating disorder units). This could 
involve further work with stakeholders on how the COS 
may need to be further developed to specify any varia-
tions to make it more widely applicable, including the 
adding or removing of any outcomes for these other set-
tings. As already discussed, the specification of Outcome 
Measure Instruments (OMIs) for each outcome was out 
of scope of the current study, so there is a need for future 
work to set out valid and reliable OMIs for each out-
come. This should include a consideration of the use of 
both self-report and clinician rated measures, alongside 
outcomes which can be extracted from Electronic Health 
Records (EHRs) such as using risk/incidence reports for 
outcomes such as self-harm behaviours.

Conclusions
We have developed a Core Outcome Set (COS) for use 
in trials of psychological therapies on acute psychiat-
ric inpatient wards, comprising six outcomes; Ability to 
Cope, Hopefulness, Quality of Life, Psychotic Symptoms, 
Mood and Self-harm Behaviours. The COS was devel-
oped with the input of a range of stakeholders, and so the 
inclusion of these outcomes in future trials should ensure 
that trials measure and report outcomes which are mean-
ingful and important. The COS represents a minimum 
set of outcomes to measure to facilitate future data syn-
thesis across trials, whilst affording trialists the flexibil-
ity to add additional outcomes according to researcher 
choice and in line with the specific therapeutic targets of 
the intervention.

Abbreviations
COS	� Core Outcome Set
COS-STAR​	� Core Outcome Set–STAndards for Reporting
EHRs	� Electronic Health Records
ICB	� Integrated Care Board
NHS	� National Health Service
OMI	� Outcome Measure Instrument
PPE	� People with Personal Experience involvement
PROM	� Patient Reported Outcome Measure
RCT​	� Randomised Controlled Trial
UK	� United Kingdom

Supplementary Information
The online version contains supplementary material available at https://​doi.​
org/​10.​1186/​s12888-​024-​06294-x.

Additional file 1. 1) Search teams for systematic review. 2) Online survey 
questions. 3) Qualitative interview topic guide. 4) PRISMA diagram – selec‑
tion of studies for systematic review. 5) Table of characteristics for studies 
included in systematic review. 6) Reference list for studies included in 
systematic review.

Acknowledgements
The research team is very grateful to Professor Craig Steel for acting as inde‑
pendent chair for the final consensus meeting.

Authors’ contributions
PJ, KB, LC, LW, & NT contributed to the conception and design of the study. BH, 
IH, DT, AT, & CM contributed to data collection and analysis. All authors con‑
tributed to data interpretation. PJ, KB, LC, IH, CM, NT, & LW drafted and revised 
the manuscript. All authors read and approved the final version of manuscript 
for submission.

Funding
No external funding was received for this project. CM, IH, BH, and DT used 
their project budgets (funded internally by the University of Bath) for their 
linked student projects to fund participant payments and PPI (public and 
patient involvement).

Data availability
The datasets generated and analysed during the current study are available 
on the Open Science Framework (https://​doi.​org/​10.​17605/​OSF.​IO/​ENY8G) 
and in the University of Bath Research Data Archive (https://​doi.​org/​10.​15125/​
BATH-​01265).

Declarations

Ethics approval and consent to participate
Ethical approval for the study was given by the University of Bath Psychology 
Research Ethics Committee (REC reference number: 22–107). All participants 
gave written informed consent.

Consent for publication
Not applicable.

Competing interests
The authors declare no competing interests.

Author details
1 Department of Psychology, University of Bath, Bath BA2 7AY, UK. 2 Division 
of Psychology and Mental Health, School of Health Sciences, University 
of Manchester, Manchester, UK. 3 Manchester Mental Health NHS Foundation 
Trust, Manchester, UK. 4 NIHR Greater Manchester Patient Safety Translational 
Research Centre (PSTRC), Faculty of Biology, Medicine and Health, University 
of Manchester, Manchester, UK. 5 Division of Psychiatry, University College Lon‑
don, London, UK. 6 Acute and Rehabilitation Directorate, North East London 
NHS Foundation Trust, London, UK. 

https://doi.org/10.1186/s12888-024-06294-x
https://doi.org/10.1186/s12888-024-06294-x
https://doi.org/10.17605/OSF.IO/ENY8G
https://doi.org/10.15125/BATH-01265
https://doi.org/10.15125/BATH-01265


Page 12 of 12Jacobsen et al. BMC Psychiatry          (2024) 24:821 

Received: 8 November 2023   Accepted: 13 November 2024

References
	1.	 Heneghan C, Goldacre B, Mahtani KR. Why clinical trial outcomes fail to 

translate into benefits for patients. Trials. 2017;18(1):122. https://​doi.​org/​
10.​1186/​s13063-​017-​1870-2.

	2.	 Williamson PR, Altman DG, Bagley H, Barnes KL, Blazeby JM, Brookes ST. 
The COMET Handbook: version 1.0. Trials. 2017;18.

	3.	 Kroenke K, Spitzer RL. The PHQ-9: A new depression diagnostic and 
severity measure. Psychiatr Ann. 2002;32(9):509–15.

	4.	 Kirkham JJ, Davis K, Altman DG, Blazeby JM, Clarke M, et al. Core Outcome 
Set-STAndards for Development: The COS-STAD recommendations. PLOS 
Medicine. 2017;14(11):e1002447. https://​doi.​org/​10.​1371/​journ​al.​pmed.​
10024​47.

	5.	 Neil ST, Kilbride M, Pitt L, Nothard S, Welford M, Sellwood W, et al. 
The questionnaire about the process of recovery (QPR): A measure‑
ment tool developed in collaboration with service users. Psychosis. 
2009;1(2):145–55.

	6.	 Gargon E, Gorst SL, Matvienko-Sikar K, Williamson PR. Choosing impor‑
tant health outcomes for comparative effectiveness research: 6th annual 
update to a systematic review of core outcome sets for research. PLoS 
ONE. 2021;16(1): e0244878.

	7.	 Fiorillo A, Luciano M, Del Vecchio V, Sampogna G, Obradors-Tarragó C, 
Maj M, et al. Priorities for mental health research in Europe: A survey 
among national stakeholders’ associations within the ROAMER project. 
World Psychiatry. 2013;12(2):165–70.

	8.	 Brohan E, Thornicroft G, Rüsch N, Lasalvia A, Campbell MM, Yalçınkaya-
Alkar Ö, et al. Measuring discrimination experienced by people with a 
mental illness: replication of the short-form DISCUS in six world regions. 
Psychol Med. 2023;53(9):3963–73.

	9.	 Goulden R, Corker E, Evans-Lacko S, Rose D, Thornicroft G, Henderson C. 
Newspaper coverage of mental illness in the UK, 1992–2008. BMC Public 
Health. 2011;11(1):796.

	10.	 Gabbidon J, Farrelly S, Hatch SL, Henderson C, Williams P, Bhugra D, et al. 
Discrimination Attributed to Mental Illness or Race-Ethnicity by Users of 
Community Psychiatric Services. Psychiatr Serv. 2014;65(11):1360–6.

	11.	 Fricker M. Epistemic injustice: Power and the ethics of knowing. Oxford, 
UK: Oxford University Press; 2007.

	12.	 Crichton P, Carel H, Kidd IJ. Epistemic injustice in psychiatry. BJPsych bul‑
letin. 2017;41(2):65–70.

	13.	 Organization WH. Mental Health Atlas 2020. Geneva: World Health 
Organization; 2021.

	14.	 Wood L, Alsawy S. Patient experiences of psychiatric inpatient care: a 
systematic review of qualitative evidence. Journal of Psychiatric Intensive 
Care. 2016;12(1):35–43.

	15.	 Phillips C, Tai S, Berry K. Experiences of acute mental health inpatient care 
in the UK: from admission to readmission. Psychosis. 2022;14(1):22–33.

	16.	 Lelliott P, Quirk A. What is life like on acute psychiatric wards? Curr Opin 
Psychiatr. 2004;17(4):297–301.

	17.	 Jacobsen P, Peters E, Robinson EJ, Chadwick P. Mindfulness-based crisis 
interventions (MBCI) for psychosis within acute inpatient psychiat‑
ric settings; a feasibility randomised controlled trial. BMC Psychiatry. 
2020;20(1):193.

	18.	 Thornicroft G, Farrelly S, Szmukler G, Birchwood M, Waheed W, Flach 
C, et al. Clinical outcomes of Joint Crisis Plans to reduce compulsory 
treatment for people with psychosis: a randomised controlled trial. The 
Lancet. 2013;381(9878):1634–41.

	19.	 Priebe S, Katsakou C, Amos T, Leese M, Morriss R, Rose D, et al. Patients’ 
views and readmissions 1 year after involuntary hospitalisation. Br J 
Psychiatry. 2009;194(1):49–54.

	20.	 Bowers L, Chaplin R, Quirk A, Lelliott P, Bowers L, Chaplin R, et al. A con‑
ceptual model of the aims and functions of acute inpatient psychiatry. J 
Ment Health. 2009;18(4):316–25.

	21.	 Jacobsen P, Tan M. Provision of National Institute for Health and Care 
Excellence-adherent cognitive behavior therapy for psychosis from 
inpatient to community settings: A national survey of care pathways in 
NHS mental health trusts. Health Science Reports. 2020;3(4): e198.

	22.	 Staniszewska S, Mockford C, Chadburn G, et al. Experiences of in-
patient mental health services: systematic review. Br J Psychiatry. 
2019;214(6):329–38. https://​doi.​org/​10.​1192/​bjp.​2019.​22.

	23.	 Tyler N, Wright N, Grundy A, Waring J. Developing a core outcome set 
for interventions to improve discharge from mental health inpatient 
services: a survey, Delphi and consensus meeting with key stakeholder 
groups. BMJ Open. 2020;10(5): e034215.

	24.	 Addington DE, McKenzie E, Wang J, Smith HP, Adams B, Ismail Z. Develop‑
ment of a Core Set of Performance Measures for Evaluating Schizophre‑
nia Treatment Services. Psychiatr Serv. 2012;63(6):584–91.

	25.	 McKenzie E, Matkin L, Sousa Fialho L, Emelurumonye IN, Gintner T, 
Ilesanmi C, et al. Developing an International Standard Set of Patient-
Reported Outcome Measures for Psychotic Disorders. Psychiatr Serv. 
2021;73(3):249–58.

	26.	 Kirkham JJ, Gorst S, Altman DG, Blazeby JM, Clarke M, et al. Core Outcome 
Set–STAndards for Reporting: The COS-STAR Statement. PLOS Medicine. 
2016;13(10):e1002148. https://​doi.​org/​10.​1371/​journ​al.​pmed.​10021​48.

	27.	 Jacobsen P, Hodkinson K, Peters E, Chadwick P. A systematic scoping 
review of psychological therapies for psychosis within acute psychiatric 
in-patient settings. Brit J Psychiat. 2018;213(2):490–7.

	28.	 Paterson C, Karatzias T, Dickson A, Harper S, Dougall N, Hutton P. Psy‑
chological therapy for inpatients receiving acute mental health care: A 
systematic review and meta-analysis of controlled trials. Br J Clin Psychol. 
2018;57(4):453–72.

	29.	 Wood L, Williams C, Billings J, Johnson S. A systematic review and meta-
analysis of cognitive behavioural informed psychological interventions 
for psychiatric inpatients with psychosis. Schizophr Res. 2020;222:133–44.

	30.	 Dodd S, Clarke M, Becker L, Mavergames C, Fish R, Williamson PR. A 
taxonomy has been developed for outcomes in medical research to help 
improve knowledge discovery. J Clin Epidemiol. 2018;96:84–92.

	31.	 Morgan C, Clarkson L, Hiscocks R, Hopkins I, Berry K, Tyler N, et al. What 
should inpatient psychological therapies be for? Qualitative views of 
service users on outcomes. Health Expect. 2023;n/a(n/a).

	32.	 Awenat YF, Peters S, Gooding PA, Pratt D, Huggett C, Harris K, et al. 
Qualitative analysis of ward staff experiences during research of a novel 
suicide-prevention psychological therapy for psychiatric inpatients: 
Understanding the barriers and facilitators. PLoS ONE. 2019;14(9): 
e0222482.

	33.	 Bhui K, Stansfeld S, Hull S, Priebe S, Mole F, Feder G. Ethnic variations 
in pathways to and use of specialist mental health services in the UK: 
Systematic review. Br J Psychiatry. 2003;182(2):105–16.

	34.	 Wood L, Williams C, Enache G, Withers F, Fullarton K, Salehi D, et al. Exam‑
ining cognitive functioning of adult acute psychiatric inpatients through 
a brief screening assessment. Psychiatr Rehabil J. 2019;42(1):64–70.

	35.	 Wood L, Byrne R, Enache G, Morrison T. A brief cognitive therapy 
intervention for internalised stigma in acute inpatients who experi‑
ence psychosis: a feasibility randomised controlled trial. Psychiatry Res. 
2018;262:303–10.

	36.	 Sheaves B, Freeman D, Isham L, McInerney J, Nickless A, Yu L-M, et al. Sta‑
bilising sleep for patients admitted at acute crisis to a psychiatric hospital 
(OWLS): an assessor-blind pilot randomised controlled trial. Psychol Med. 
2018;48:1694–704.

	37.	 Matvienko-Sikar K, Avery K, Blazeby JM, Devane D, Dodd S, Egan AM, et al. 
Use of core outcome sets was low in clinical trials published in major 
medical journals. J Clin Epidemiol. 2022;142:19–28.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in pub‑
lished maps and institutional affiliations.

https://doi.org/10.1186/s13063-017-1870-2
https://doi.org/10.1186/s13063-017-1870-2
https://doi.org/10.1371/journal.pmed.1002447
https://doi.org/10.1371/journal.pmed.1002447
https://doi.org/10.1192/bjp.2019.22
https://doi.org/10.1371/journal.pmed.1002148

	Development of a core outcome set for psychological therapy trials on acute psychiatric inpatient wards
	Abstract 
	Background 
	Methods 
	Results 
	Conclusions 
	Trial registration 

	Introduction
	Method
	Protocolregistry entry
	Research team reflexivity and PPE (people with personal experience involvement)
	Participants
	Stage 1 – long-listing
	Systematic review
	Online stakeholder survey
	Qualitative interviews with service userscarers
	Development of long-list

	Stage 2 – short-listing
	Procedure

	Stage 3 – final consensus meeting
	Procedure


	Results
	Stage 1 – long-listing (systematic review, online survey, qualitative interviews)
	Stage 2 – short-listing
	Stage 3 – final consensus meeting

	Discussion
	Strengths and limitations
	Implementation and future research

	Conclusions
	Acknowledgements
	References


