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Abstract

Background Recent reviews have highlighted the need for participatory research to design and evaluate inclu-
sive, community-based interventions that address the diverse needs of people with lived experience of psychosis,
within and beyond the health sector. The SUCCEED Africa consortium aims to co-produce a 6-year programme
of research across four countries in West (Sierra Leone, Nigeria) and Southeast Africa (Zimbabwe and Malawi). This
protocol describes the pilot study in which SUCCEED’s intervention, research tools and processes will be tested
on a small scale in each country in preparation for future evaluation research.

Methods The SUCCEED intervention comprises peer support, case management and livelihood activities for people
with lived experience of psychosis. The pilot uses a before-and-after study design investigating change in subjec-

tive quality of life in adults diagnosed with a primary psychotic disorder or another mental disorder with psychotic
symptoms who are offered the SUCCEED intervention over a 4-month period. Nested within this study are the fol-
lowing: a baseline assessment of the feasibility, acceptability and face validity of the selected measurement tool

and validity of proxy versus self-completion; and a multi-method process evaluation examining key process indicators
and implementation, service and client-level outcomes. Methods include the following: baseline cognitive interviews;
semi-structed observation and routine monitoring and evaluation of service delivery; endline interviews and focus
group discussions; and a comparison of provider competencies at endline. At each of the four pilot sites, participants
will include the following: ten people with lived experience of psychosis, recruited from either health services or com-
munity settings using purposive sampling to maximise variation; up to ten adult family members (one per participant
with lived experience) involved in their care; the peer support worker, community support worker and supervisor
responsible for delivering the intervention; and the data collectors. Recruitment will take place in July and August
2023.

Discussion To the best of our knowledge, this will be the first study of a community-based intervention incorporat-
ing lay-delivered case management, formal peer support and livelihoods activities for people with lived experience

fRachel Greenley and Rita Tamambang are co-first authors.

*Correspondence:

Rachel Greenley

Rachel.greenley1@Ishtm.ac.uk

Full list of author information is available at the end of the article

©The Author(s) 2024. Open Access This article is licensed under a Creative Commons Attribution 4.0 International License, which
permits use, sharing, adaptation, distribution and reproduction in any medium or format, as long as you give appropriate credit to the
original author(s) and the source, provide a link to the Creative Commons licence, and indicate if changes were made. The images or

other third party material in this article are included in the article’s Creative Commons licence, unless indicated otherwise in a credit line
to the material. If material is not included in the article’s Creative Commons licence and your intended use is not permitted by statutory
regulation or exceeds the permitted use, you will need to obtain permission directly from the copyright holder. To view a copy of this
licence, visit http://creativecommons.org/licenses/by/4.0/. The Creative Commons Public Domain Dedication waiver (http://creativeco
mmons.org/publicdomain/zero/1.0/) applies to the data made available in this article, unless otherwise stated in a credit line to the data.


http://creativecommons.org/licenses/by/4.0/
http://creativecommons.org/publicdomain/zero/1.0/
http://creativecommons.org/publicdomain/zero/1.0/
http://crossmark.crossref.org/dialog/?doi=10.1186/s40814-024-01536-x&domain=pdf
http://orcid.org/0000-0002-6921-3122

Greenley et al. Pilot and Feasibility Studies (2024) 10:114

Page 2 of 18

retrospectively July 20/2023: In review.

Community mental health, Sub-Saharan Africa

of psychosis in sub-Saharan Africa. Findings will be relevant not only to SUCCEED but also to others interested in pro-
moting rights-based approaches to community mental health in low-resource settings.

Trial registration US National Library of Medicine (ClinicalTrials.gov), Protocol reference ID 28346. Initially registered

Keywords Psychosis, Psychosocial disabilities, Co-production, Peer support, Community-based rehabilitation,

Background

Psychoses and disability in sub-Saharan Africa

Mental, neurological and substance use disorders are
among the top five contributors to the global disease bur-
den and are the leading cause of years lived with disabil-
ity (YLDs) worldwide [1]. Although psychotic disorders
like schizophrenia and schizoaffective disorder typically
affect around 1% of the population [2], they contribute
substantially to global disability [3-5]. These disorders
are characterised by psychotic symptoms’ (e.g. delusions,
hallucinations, disorganised thinking) that can be pro-
foundly disturbing and negatively impact daily living [1].
However, the social and economic consequences of psy-
chotic disorders can be just as troubling as the symptoms
themselves. Largely due to stigma and discrimination,
people with psychotic disorders (and in many cases, their
family members) have a high risk of experiencing abuse
[6], extreme poverty [7], homelessness [8], incarceration
[9], unemployment and reduced educational attainment
[10], among other adverse outcomes[11-13].

In many low- and middle-income countries (LMICs),
including in sub-Saharan Africa [6, 14], 80-90% of peo-
ple with psychotic disorders do not receive treatment [3].
This is in part due to weak mental health systems as well
as stigma and discrimination, compounded by social and
cultural factors that affect help-seeking [15, 16]. Most of
the treatment that is available in this region is delivered
at specialist hospitals, where forced restraint, prolonged
seclusion and other forms of coercive treatment have
been reported [4—8]. For example, a recent study of two
psychiatric hospitals in KwaZulu-Natal found that more
than 70% of involuntarily admitted patients (most of the
hospitals’ inpatients) experienced high levels of coercion
and threats at the time of admission [17]. Sexual assault
and other abuse in family homes, health facilities, social

1 As we discuss elsewhere, psychotic symptoms may also occur in individu-
als with other mental and neurological disorders or in the absence of any
diagnosable disorder. The term “psychoses” encompasses experiences of
psychosis regardless of the presence or absence of a diagnosable psychotic
disorder. For accuracy, we use “psychotic disorders” as necessary to discuss
relevant literature or methods specific to this diagnostic category. How-
ever, as a consortium, we have registered our discomfort with deficit-based
language in mental health research and are working to develop consensus-
based guidelines for future publications.

care institutions, traditional and spiritual healing cen-
tres and other community settings have also been docu-
mented [4-6, 9]. The availability of non-pharmacological
interventions is extremely limited [5, 18, 19], despite rec-
ognition that antipsychotic medication alone is insuffi-
cient to address the complex social, economic and health
needs of people with psychotic disorders [20].

A recent systematic review identified 10 studies evalu-
ating the impact of interventions for people with psy-
chotic disorders in Africa, excluding pharmacological
trials [5]. Eight of these studies reported positive results
across a range of different outcomes (e.g. psychiatric
symptoms, substance use, service utilisation, disability,
stigma and discrimination, chaining and restraint, car-
egiver burden), and most used task-sharing approaches
to deliver multicomponent interventions. However, these
components were overwhelmingly clinical in nature:
eight of the included studies involved psychoeducation
(for five, this was the only component related to educa-
tion, awareness or social support), and six involved some
form of clinical monitoring, medication prescription or
adherence, or appointment reminders. By contrast, only
three studies had an empowerment component (self-help
groups), two had a livelihoods component (income-gen-
erating activities), two had a social component (involv-
ing families) and none supported participants’ education.
The reviewers concluded that there was a need for fur-
ther research involving people with lived experience of
psychosis in designing and evaluating holistic interven-
tions that meet their diverse needs, within and beyond
the health sector.

Community-based rehabilitation for psychosocial
disabilities

Recognising the need for a framework for community-
based interventions supporting people with psychosocial
disabilities in LMICs, the World Health Organisation’s
(WHO’s) 2010 Community-Based Rehabilitation (CBR)
Guidelines included a special supplement on mental
health which drew mainly from expert opinion, evidence
in community mental health, and basic development
principles to make recommendations for best practice
[21]. However, a 2016 review examining CBR for psy-
chosocial disabilities in LMICs identified only one study
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from sub-Saharan Africa (South Africa) [18, 19]. The
authors concluded that there was a need for more evi-
dence from this region in particular. A systematic review
of the grey literature on CBR for psychosocial disabilities
in LMICs was subsequently undertaken, in case there
was in fact evidence available that had been excluded as
a result of the previous review’s strict eligibility criteria
[22]. The grey literature review identified 33 different
CBR programmes, 11 of which were based in sub-Saha-
ran Africa, but the quality of the evidence was generally
very poor and too heterogeneous for any sort of meta-
analysis. In contrast to other reviews, the grey literature
review found that the majority of programmes were not
focused primarily on health. Just over half (17) were clas-
sified mainly as livelihoods programmes, 11 as empower-
ment programmes, eight as social programmes, seven as
health programmes and five as education programmes.

Systematic differences between the CBR programmes
evaluated through controlled studies and those docu-
mented in the grey literature suggest a disconnect
between how CBR programmes are designed and evalu-
ated for research purposes, versus real-world practice.
Most likely, this reflects the priorities and interests of
researchers (typically, academic clinicians) interested in
maximising the effects of interventions on clinical out-
comes such as symptom reduction—as opposed to, for
example, personal recovery [23]. SUCCEED Africa seeks
to close this gap, by involving people with lived experi-
ence, their families and other key stakeholders in their
communities, in designing, implementing and evaluating
a CBR-based intervention that takes a social (as opposed
to a biomedical) perspective on psychosocial disability.

SUCCEED Africa

SUCCEED Africa is a five-country Health Research Pro-
gramme Consortium (RPC) with partners in Malawi,
Nigeria, Sierra Leone and Zimbabwe as well as a UK-
based coordinating centre. The RPC aims to co-produce
a 6-year programme of research following a Theory of
Change [4]-driven approach aligned with the UK Medi-
cal Research Council (MRC) framework for the devel-
opment and evaluation of complex interventions (see
Additional file #1 for a working draft of the ToC map)

Table 1 Summary of SUCCEED Africa pilot aims and objectives
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[24]. This is a common approach to intervention devel-
opment in global mental health that has previously been
used to design a CBR intervention for people with schiz-
ophrenia in Ethiopia [21, 25, 26]. Used in concert with
the MRC framework, ToC is an iterative process that
emphasises the importance of stakeholder engagement
and real-world experience in developing, testing and
refining a complex intervention [27]. ToC is also increas-
ingly recognised as a useful tool for involving people
with lived experience in mental health research in low-
resource settings; for example, in Uganda, Ethiopia and
Colombia [28-30].

A key output of SUCCEED’s formative research (results
forthcoming) is the development and manualisation of
an evidence-based intervention for people with lived
experience of psychosis in sub-Saharan Africa. The SUC-
CEED intervention takes the WHO’s CBR Matrix as a
point of departure to consider the multifaceted needs of
people living with psychosis and other psychosocial dis-
abilities, and how best to meet these needs by mobilis-
ing the resources of individuals and families affected, as
well as their broader communities. Key features of the
SUCCEED Africa intervention include community-based
case management delivered by a lay community support
worker (CSW) and formal peer support delivered by
a person with lived experience of psychosis (“peer sup-
port worker”, PSW) as well as a group livelihoods compo-
nent following an Asset Based Community Development
(ABCD) approach [31] (see “Intervention”). This is a
strengths-based approach building on existing skills and
resources across relevant domains of the CBR matrix,
and integrating recovery-oriented components (i.e. for-
mal peer support) in which SUCCEED members have
unique expertise [30, 32—34].

The main aims of SUCCEED Africa’s pilot stage are
two-fold and are detailed alongside research objectives in
Table 1, below.

Lived experience involvement

Previous reviews have highlighted the lack of involve-
ment of people with lived experience of mental health
conditions in mental health research in LMICs [22,
23, 30], and this is especially the case for people with

Aims

Objectives

1.To further test assumptions underlying the Theory of Change

1.1.To deliver the intervention on a small scale

1.2.To collect data on key process indicators and outcomes (implementation
outcomes, service outcomes and client outcomes)

2.To prepare for future implementation research and evaluation
of effectiveness

2.1.To inform the development of structured tools for implementation research
2.2.To assess the acceptability, feasibility, suitability and utility of WHOQOL-

BREF as primary outcome measure for trial
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psychoses. SUCCEED Africa aims to address this by
working with people with lived experience of psychosis
at all stages of research and ensuring representation in
SUCCEED Africa’s oversight structures, including Local
and Consortium Advisory Committees and a dedicated
Lived Experience Advisory Panel (LEAP). Each country
research team includes at least one person with lived
experience of psychosis serving as a peer researcher. Peer
researchers have been involved in the design and devel-
opment of this research project and protocol, and will
also be involved in data collection, analysis, writing up
and dissemination.

Methods

Study design

The pilot will use a before-and-after study design without
a control group to assess changes in subjective quality of
life among participants with lived experience of psychosis
who are offered the SUCCEED Africa intervention over a
4-month follow-up period. Nested within this study are
several other components:

+ A baseline assessment of the feasibility and accept-
ability of the WHO’s Quality of Life Brief Version
(WHOQOL-BREF) as a measurement tool (time
taken to administer, proportion of participants who
complete the tool, perspectives of data collectors
assessed through interviews), face validity (assessed
through cognitive interviewing), and the validity of
proxy (completed by a close family member) versus
self-completion.

+ An endline qualitative study using a combination of
focus groups (participants with psychosis, family
members) and interviews (PSW, CSW, supervisors,
data collectors) to further examine the acceptability
and feasibility of SUCCEED’s research tools (includ-
ing WHOQOL-BREF) and processes.

+ A process evaluation drawing on semi-structured
observations and routine monitoring and evalua-
tion (M&E) of intervention delivery, competency
assessment of the two frontline providers (PSW and
CSW), research administrative data (adverse events,
drop-outs) and endline qualitative data (see above) to
assess key process indicators and client-level (satis-
faction), service-level (efficiency, safety, effectiveness,
equity, patient-centredness, timeliness) and imple-
mentation (acceptability, appropriateness, feasibility)
outcomes.

We followed Proctor et al’s (2011) [35] conceptual
framework for outcomes of implementation research to
structure our investigation of client-level, service-level
and implementation outcomes. This protocol was written
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in adherence to the Standard Protocol Items: Recommen-
dations for Interventional Trials (SPIRIT) and Template
for Intervention Description and Replication (TIDieR)
checklists [36, 37] (see Additional File #2), approved by
ethics committees and other institutional review boards
in each of the five SUCCEED partner countries (see “Eth-
ics”) and registered retrospectively on ClinicalTrials.gov
(reference number 28346).

Setting

Each of the four SUCCEED implementing countries has
selected a pilot area in collaboration with the local deliv-
ery partners (non-governmental or civil society organisa-
tions) identified to host the intervention (Table 2). These
organisations have a proven track record of providing
servicing in the pilot study districts and a long-standing
interest in the rights and welfare of people with disabili-
ties, including mental health conditions. In each country,
the pilot covers a contiguous area that is sufficiently pop-
ulated to enable recruitment, but small enough to avoid
long distances for participants to travel to group activi-
ties. Study sites were also chosen with the catchment
areas of future large-scale evaluation research in mind.
Further information on SUCCEED sites can be found
in the forthcoming cross-country situation analysis by
Omobowale and Greenley (in press) [38].

Eligibility criteria

All participants must be consenting (or assenting, with
guardian consent) adults (age 18+) at the time of the
study. Where possible, age will be confirmed by a form
of identity such as national identity card, birth certificate
or a driver’s license. Participants must be able to speak
either English or one of the other main local languages in
each country, namely Chichewa for Malawi, Yoruba for
Nigeria, Krio for Sierra Leone and Shona for Zimbabwe.
People with lived experience of psychosis and their family
members must live within the pilot study area, for logis-
tical purposes. Providers (PSW, CSW) and supervisors
must be existing or new staff (hired for the purposes of
SUCCEED) of an established not-for-profit organisation
(civil society or other non-governmental organisation)
and may therefore be subject to additional site-specific
hiring criteria. For the purposes of SUCCEED, all pro-
viders and supervisors must have the literacy, numeracy
and fluency in the local language required to successfully
complete training and carry out their responsibilities
related to the intervention. Candidates who have com-
pleted the SUCCEED training and go on to deliver the
intervention are eligible for inclusion in a competency
assessment and inclusion in interviews, regardless of
whether they were able to continue delivering the inter-
vention for the duration of the pilot. (This is to allow for
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Table 2 Key features of pilot site in each SUCCEED country
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Country Description

Malawi

The pilot will be carried out in Mulanje District in Traditional Authority Mabuka. This site is within the catchment area of the Mental Health

Users and Carers Association (MEHUCA), the local organisation identified to host the SUCCEED intervention. Mulanje District is located
in the Southern Region of Malawi bordering Mozambique and covers an area of 2056 km?, with a population of 428,322. It is mainly
occupied by the Lhomwe people, but there are also other tribes such as Mang'anja. Chichewa is the most commonly spoken language.
Mulanje is also known for its tea-growing industry and for Mount Mulanje, one of the highest peaks in Southern Africa. Mental health
services are provided through Mulanje District Hospital, a secondary-level facility that provides outpatient and in-service patient care.
The district also has primary care facilities offering non-specialist care for people with mental health conditions based on WHO's mental
health Gap Action Programme (mhGAP). A few local NGOs also provide care and support services to people living with psychosocial

disabilities
Nigeria

The pilot will be carried out in the Ibadan North Local Government Area. This is a primarily urban area located within the Ibadan Metropo-

lis, the capital of Oyo state. Ibadan North covers an area of 22 km?, with an estimated population of 308,119. The main languages spoken
are Pidgin, English and Yoruba. Yoruba is the majority ethnic group, with Hausa, Ibo and other tribes also present. The local economy

is mainly dependent on trading, farming, artisanship and civil service. The local government area is home to the University College
Hospital, Ibadan, the foremost tertiary hospital in Nigeria. The hospital has a Department of Psychiatry with 64 beds divided across male
and female wards, as well as an eight-bed child and adolescent ward. The department also runs a child and adolescent clinic, an outpa-

tient clinic and a consultation-liaison service

Sierra Leone The SUCCEED pilot intervention will be carried out in the Aberdeen, Lumley and Looting Town communities of Freetown (Western
Area Urban District), the capital city of Sierra Leone with an estimated population of 1,500,234 covering an area of 81.48 kmZ The main
languages spoken are Krio (spoken by the Creole), English and Themne, though Creole is the majority ethnic group. The local economy
and city council is mainly dependent on trading, transportation, tourism and civil service. The city hosts the Sierra Leone Re-Correctional
Prison, the Freetown Psychiatric Hospital and various mental health organisations offering services such as screening, counselling, refer-
rals and provision of medication. Many local government hospitals also have departments of counselling staffed by mental health nurses

Zimbabwe

The pilot will be carried out in Chitungwiza, an urban centre and town of Harare province. The population is 372,000 and the area spans

approximately 50 km?. The main language is Shona, and most inhabitants belong to the Shona ethnic group. The spoken language

is categorised into dialects, and the main dialect in Chitungwiza is Zezuru. The local economy is largely dependent on informal trading
and business, with several shopping centres. Chitungwiza has two main hospitals and four polyclinics. At the main hospital to be involved
in referrals for the pilot, Chitungwiza Central Hospital, mental health services are offered at the outpatient department, with admissions
referred to Harare Psychiatric Hospital. Chitungwiza Hospital has two student counselling psychologists, two social workers and four men-

tal health nurses in post

discussion of barriers which may prevent providers or
supervisors from carrying out their roles.) Further eli-
gibility criteria specific to each participant type are dis-
cussed further below.

People with lived experience of psychosis

For people with lived experience of psychosis, we will
include adults who have a current or past diagnosis of
schizophrenia or other primary psychotic disorder, bipo-
lar or depressive disorder with psychotic symptoms, or a
maternal mental health or behavioural disorder with psy-
chotic symptoms, as per the World Health Organisation’s
International Classification of Diseases (Version 11) [39]:

« Schizophrenia (6A20)

« Schizoaffective disorder (6A21)

+ Schizotypal disorder (6A22)

+ Acute and transient psychotic disorder (6A23)

« Delusional disorder (6A24)

« Other specified (6A2Y) or unspecified (6A2Z) pri-
mary psychotic disorder

» Bipolar type I disorder with psychotic symptoms
(6A60.1, 6A60.5, 6A60.7, 6A60.A)

+ Bipolar type II disorder with psychotic symptoms
(6A61.3, 6A61.5)

+ Single episode depressive disorder with psychotic
symptoms (6A70.2, 6A70.4)

+ Recurrent depressive disorder
symptoms (6A71.2, 6A71.4)

+ Mental or behavioural disorder associated with
pregnancy, childbirth or the puerperium, with psy-
chotic symptoms (6E21)

with psychotic

We will exclude secondary psychotic syndromes (6E61),
as these are considered to be the direct consequences of
physical health conditions as opposed to mental health
conditions. We will also exclude those diagnosed with a
substance-induced psychotic disorder (6C40.6-6C47.6),
as recovery from substance use conditions is a special-
ist area outside the scope of the SUCCEED intervention
under development. Finally, we will exclude people who
are currently homeless, for logistical reasons; the SUC-
CEED intervention relies on PSWs and CSWs being able
to regularly contact participants, including for home vis-
its. People affected by psychosis who do not have an eligi-
ble family member/carer are not excluded.
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Family members

We will invite a family member of each participant with
lived experience (see above). The family member should
be a relative (e.g. adult child, sibling, cousin, spouse,
parent, aunt/uncle, grandparent), ideally sharing a
house/homestead with the participant and identified
as being closely involved in their care (e.g. supporting
activities of daily living, treatment). We exclude fam-
ily members whose support is exclusively financial, as
SUCCEED will most benefit those with direct involve-
ment in day-to-day activities.

Community support workers

In addition to the general criteria described above, for
the purposes of SUCCEED, CSWs must have a mini-
mum of 3 years of secondary education, live locally and
have established relationships and sufficient knowledge
of the local community to understand the different
resources available.

Peer support workers

For the purposes of SUCCEED, PSWs must have lived
experience of psychosis and be “on the road to recov-
ery’, such that they are able to cope with the basic
demands of the work (though it is understood that fur-
ther support may well be required at times, and reason-
able accommodation will be given where necessary).
Practically, PSWs must live in close enough proximity
to the study area to carry out their duties effectively.
We expect PSWs will have at least a secondary school
level of education or equivalent, but candidates will not
be excluded on the basis of educational attainment.

Supervisors

Supervisors are people in managerial positions within
the organisation hosting the SUCCEED intervention
who are accountable for the delivery of the interven-
tion. For the purposes of SUCCEED, supervisors must
have completed secondary education.
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Data collectors

SUCCEED data collectors involved in the baseline assess-
ment of WHOQOL-BREF will be eligible for interviews
about their experiences administering the tool. SUC-
CEED data collectors are local university staff subject to
eligibility requirements specific to their academic grade.
For the purposes of SUCCEED, all data collectors must
have a university-level or postgraduate education; be
sufficiently literate, numerate and fluent in the local lan-
guage to assist participants in completing the WHO-
QOL-BREF assessment; have completed SUCCEED
training in research ethics and in the administration of
the WHOQOL-BREF instrument.

Intervention
The three key components of the SUCCEED interven-
tion are peer support, case management and livelihoods
activities, which are delivered by a gender-mixed team
including one PSW and one CSW, through a combina-
tion of individual visits and self-help group meetings. As
described above, the PSW is a person with lived experi-
ence of psychosis who leverages their experiences of ill-
ness and recovery to support others. Although peer
support is a flexible intervention, SUCCEED PSWs are
trained on a variety of manualised tools and techniques
adapted from previous studies (e.g. Brain Gain II project,
UPSIDES trial) [30, 40] and normative guidance (Quali-
tyRights) [41] which they may choose to employ where
relevant (Table 3). The CSW focuses on mobilising fami-
lies and communities to activate resources in support
of participants to access their rights (e.g. education and
employment opportunities, social and recreational activi-
ties), drawing on established models of mental health
case management and community-based inclusive devel-
opment (e.g. RISE trial, CBM Global’s community mental
health model, WHO CBR Guidelines) [21, 25, 26, 42—-44].
Individual visits may take place in participants’ homes,
clinical settings, other community settings or remotely
via telephone. PSWs and CSWs run face-to-face self-help
groups for people with lived experience and their family
members, respectively, at an agreed meeting place. As

Table 3 Description of tools and techniques included in SUCCEED peer support training

Circles of safety

Technique to aide PSWs and peers in identifying their own boundaries and deciding what of their lived experience they are

comfortable sharing, with whom and in which contexts

Tree of life

Recovery planning
unwell

Accompaniment
to help advocate for peers'needs

Shared decision-making

Reframing a peer’s personal narrative, emphasising growth and resilience through personal challenges
Using structured tools to consider life goals, personal wellness, and advance planning for situations when a peer is becoming

Accompanying peers and family members to appointments, for example with healthcare providers or school administrators,

Facilitating participatory discussions with clinicians on treatment options (especially in terms of side effects and manage-

ment) when accompanying peers to clinical appointments (see above)
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in other models of mental health and development (e.g.
BasicNeeds) [45], self-help group meetings create a plat-
form for livelihood activities, which in this case will use
an asset-based community development (ABCD) [31]
approach focused on harnessing communities’ exist-
ing strengths and potential. SUCCEED PSWs and CSWs
may also encourage informal peer support, for example
by setting up WhatsApp groups for members of self-help
groups to interact outside of meetings, encouraging peers
from the same religious denomination to attend church
or mosque together, requesting peers to accompany each
other on errands, or by arranging recreational activities
like sports days or gardening.

Both the PSW and CSW are managed by a supervi-
sor embedded within an existing partner organisation
(a non-governmental or civil society organisation with a
track record of disability-inclusive health and develop-
ment work in-country). All providers and supervisors
complete a standardised 2-week training combining a
series of core modules with role-specific modules. Fur-
ther details of the intervention and its implementation
are provided below, in Table 4, and in the SUCCEED
Intervention Manual and training materials (available
upon request).

Adherence

As this is a pilot study, fidelity of intervention delivery
and adherence by participants with lived experience of
psychosis and family members are important indicators
of feasibility and acceptability that we seek to capture
through routine M&E, semi-structured observations and
reporting (described further below in “Routine moni-
toring and evaluation” and in Table 5)—which also offer
opportunities for supervisors to identify and resolve any
quality assurance issues on an ongoing basis. Partici-
pants with lived experience of psychosis are expected to
receive one initial home visit (or alternative location if
preferred) within 2 weeks of recruitment, followed by (at
minimum):

1. Four monthly face-to-face visits with PSW plus four
monthly follow-up contacts (which may take place
face-to-face or remotely)

2. Four monthly face-to-face visits with CSW plus four
monthly follow-up contacts (which may take place
face-to-face or remotely)

3. Four monthly PSW-facilitated self-help group meet-
ings with livelihood activities

Family members enrolled in the pilot will also be
offered four monthly self-help group meetings with liveli-
hood activities facilitated by the CSW.
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Outcomes

Primary outcome

The primary outcome for the before-and-after study is
improvement in the quality of life of adults with lived
experience of psychosis, assessed via WHOQOL-BREF
(abbreviated World Health Organisation Quality of Life
questionnaire) administered at baseline and endline.
WHOQOL-BREF is a 26-item measure evaluating the
individual’s perception of their health and wellbeing over
the previous 2 weeks [47]. It is designed to be self-admin-
istered, though it is increasingly being administered by
proxy (e.g. caregiver assessment) for situations in which
participants are too unwell or the tool proves too bur-
densome for self-completion [48]. It covers four domains
(physical, psychological, social relationships and envi-
ronment), and each item is answered on a 5-point Likert
scale, where 1 indicates “not at all” and 5 indicates “a large
amount” The total score across these items is then trans-
formed onto a scale of 0—100, with higher scores indicat-
ing better quality of life [49]. While WHOQOL-BREF
is widely used internationally, with over 100 culturally
adapted translations to-date [50], it may not adequately
capture the cultural nuances and specific experiences of
participants across all four SUCCEED countries. Hence,
additional methods will be used to evaluate WHOQOL-
BREF’s performance as a measurement tool for the pilot
in preparation for larger-scale research, as described
below in Table 5.

Other outcomes

We use Proctor et al’s [35] framework to structure our
investigation of other client-level, service-level and
implementation outcomes. These are mainly assessed
qualitatively or through a combination of qualitative
methods and analysis of routine M&E data, as described
further below.

Client-level outcomes Besides quality of life, the pri-
mary outcome describes above, the main client-level
outcome under investigation is satisfaction (which can
also serve as an indicator of acceptability). Questions
regarding the satisfaction of participants with lived
experience of psychosis and their family members are
integrated into focus group discussion guides, with the
aim of identifying common themes to be integrated into
a structured satisfaction survey for a more systematic
assessment of satisfaction as part of SUCCEED’s future
research.

Service outcomes included in Proctor et alls (2011)
framework are adapted from the Institute of Medi-
cine’s Standards of Care and include the following:
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Table 4 Key features of the Implementation of the SUCCEED Intervention

Staff recruitment

« PSW, CSW and Supervisor may be existing staff within the partner organisation or recruited as new staff for the duration of the SUCCEED intervention
« Recruitment can be through open advertisement, or local organisations

+ Recommendations may be particularly helpful for the identification of potential PSW candidates

« The SUCCEED Intervention Manual outlines essential and desirable criteria for each role

- Consideration of the gender-mix of PSW-CSW teams, languages spoken, etc. is important

«In addition to formal training, PSWs and CSWs receive additional orientation to SUCCEED and to the partner organisation as part of the onboarding
process

Capacity-building

The SUCCEED training was developed collaboratively by SUCCEED research teams from all four countries as well as the UK coordinating centre. Teams
consist of multidisciplinary academic, clinical and peer researchers. The training comprises 10 core modules combined with nine role-specific modules
directed at PSWs, CSWs and supervisors, respectively

Core modules include:

1. Introduction to training, SUCCEED intervention, recovery and principles of CBR

2. Introduction to psychosis/mental health and lived experience

3. Rights-based approaches and shared decision-making

4. Safeguarding, managing risk and unexpected circumstances

5. Essential care and practice

6. Counselling skills, building rapport and facilitating groups

7. Livelihoods activities

8. Leadership, collaboration and managing conflict

9. Monitoring and evaluation

10. Bringing it all together: review and reflection

- Facilitators employ a variety of methods such as didactic teaching, live demonstration and role-play, individual and group work, and both small-

and large-group discussion

« Although some multi-media resources are included (e.g. video links), the training is intended to be delivered in a face-to-face format over a 2-week
period by members of the SUCCEED research team, with at least one facilitator having lived experience of psychosis (typically, a peer researcher)

- The training schedule accounts for breaks between role-specific modules for paced learning and to protect time for self-study

« As described further below, an adapted version of the ENhancing Assessment of Common Therapeutic factors (ENACT) tool [46] is used to assess
providers’competencies at endline

« All training materials are translated and adapted to the local context where appropriate, and are available upon request to the study authors

Supervision

« A trained supervisor embedded within the partner organisation is responsible for supervising the CSW and PSW and serving as the main liaison
between the research team and the partner organisation for issues related to intervention delivery

- The supervisor is expected to maintain close regular contact with the CSW and PSW (e.g. daily phone calls), observe one intervention activity each
week and arrange biweekly meetings (preferably face-to-face)

- Supervision sessions should cover job performance and trouble-shooting as well as more general discussion of wellness and wellness planning, which
may be especially important for emotionally demanding roles

- Supervisors are responsible for ensuring that all staff operate in line with the SUCCEED code of conduct and that any safeguarding concerns, potential
adverse events and other challenges are reported promptly and following SUCCEED protocols (see “Monitoring” and “Risk management”)

Monitoring and evaluation

« SUCCEED’s monitoring and evaluation (M&E) and reporting procedures serve a dual purpose, generating important research data while also promot-
ing quality assurance over the course of the pilot

« PSWs and CSWs complete a M&E form at each visit and self-help group meeting

« Supervisors attend one intervention activity each week, completing a semi-structured observation form that can then be discussed with providers

in supervision sessions

- Once a month, a member of the SUCCEED research team attends the same activity and completes their own form, to check the validity of the supervi-
sor's observations

« Supervisors also prepare a monthly reporting form compiling information from the CSWs'and PSWs'M&E forms and the semi-structured observation
form, and indicating whether there are any concerns that should be discussed with the research team

Compensation

« PSWs, CSWs and supervisors are expected to have formal contracts with appropriate compensation in line with the human resources policies and pro-
cedures of the host organisation

- Compensation should reflect the qualifications of the CSW and the PSW while recognising the added value of the PSW's lived experience (which may
not be reflected in educational attainment or other certifications typically used to determine salary level)

« Any further materials required for delivery will be provided by the host organisation or research team

efficiency, safety, effectiveness, equity, patient-cen- into discussion guides for focus groups and interviews.
tredness and timeliness [35]. For the pilot, questions We will also use quantitative methods to investigate
regarding all seven of these outcomes are integrated the following:
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Table 5 Assessment of WHOQOL-BREF embedded in pilot study
Topic Timepoint Participants Methods
Baseline Endline Participants with Family Data collectors
lived experience of members
psychosis
Face validity X X X Cognitive interview immediately fol-
lowing completion of WHOQOL-BREF
Validity of completion by proxy X X X Comparison of WHOQOL-BREF com-
pleted by participant with lived experi-
ence versus family member
Acceptability and feasibility X X Interview following completion
of baseline for all participants
X X X Questions related to WHOQOL-BREF
integrated into endline focus group
discussions
X X Analysis of research process data

recorded by data collector (time taken
to administer, proportion of partici-
pants who complete all WHOQOL-BREF
questions)

o Safety: The number and type of serious adverse
events reported over the course of the study.

+ Effectiveness: Change in WHOQOL-BREF (see
above) for participants with psychosis, between base-
line assessment and four-month follow-up.

+ Equity: Number of participants with lived experience
of psychosis (and family members) recruited and
percentage who drop-out, disaggregated by gender,
marital status, number of children, religious affilia-
tion, ethnicity, level of education and employment
status.

+ Timeliness: Average time between recruitment and
initiation of services, and average time between con-
tacts with service providers, according to M&E data.

Implementation outcomes We will assess early- to mid-
stage implementation outcomes (acceptability, appro-
priateness, feasibility, fidelity) mainly through qualita-
tive research. As above, this will include focus groups
and interviews, as well as semi-structured observation
of intervention activities by supervisors and research
staff. For further assessment of fidelity, we will also use
M&E data to investigate whether thresholds for mini-
mum number of visits and group meetings are met (see
“Adherence”) and assess competencies of providers at
endline (see Table 4, “Capacity-Building”) using the
ENACT tool.

Provider competency
The competencies of SUCCEED PSWs and CSWs will
be assessed using an adapted version of the ENhancing

Assessment of Common Therapeutic factors (ENACT)
tool [51] administered at the study’s endline. ENACT
measures a set of skills (referred to as common factors)
required for task-shared mental health care delivered by
non-specialists (e.g. non-verbal and verbal communica-
tion, collaborative processes, rapport). For the purposes
of SUCCEED, the adapted ENACT tool will be applied
through standardised role plays covering a range of com-
mon presentations of psychosis, which were developed
by a multidisciplinary team of SUCCEED researchers
and adapted to their local contexts. The scenarios acted
out through role-play attempt to capture both clinical
and other aspects of the lived experience of psychosis for
those directly affected as well as their family members.
Common factors are organised into 18 domains and
rated on a three-point Likert scale (1=""needs improve-
ment’, 2="“done partially’, 3="done well”) [52]. Ratings
are calculated as a sum across all domains with higher
scores indicating a higher level of competency across the
common factors.

Participant timeline

The intervention will run for 4 months of a 6-month study
period. The providers and supervisors will be recruited
and trained during an initial month-long preparatory
phase. During the recruitment phase, which will also last
approximately 1 month, potential participants with lived
experience of psychosis and family members will be iden-
tified as described above. Consent will be secured at this
time, and the WHOQOL-BREF and cognitive interview
will be administered. The data collector responsible for
administering the WHOQOL-BREF will participate in
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Information sheet and
consent form sent
prospectively and reviewed by

research team with
participant

Page 10 of 18

Participant not

eligible

Participant is willing to engage

in SUCCEED intervention

(assent)

No consent was obtained, either

as participant did not have
capacity or guardian consent

Participant has capacity to
consent (or scores 212 on

UBACC)

Participant provides informed
consent immediately

Fig. 1 Flow chart for securing informed consent where capacity is unclear

an interview at the end of the recruitment/baseline stage.
The CSW and PSW will then undertake their first visits
to participants’ homes, during which participants with
lived experience of psychosis and their family members
will be invited to their first self-help group meetings.
Delivery and monitoring continue through months 3-5
(see “Intervention”). In month 6 (endline), final face-
to-face visits are conducted by the PSWs and CSWs to
close the intervention. Endline quantitative (WHOQOL-
BREF) and qualitative data (focus groups, interviews)
are also collected, and providers complete the ENACT
assessment (Table 6). See Fig. 1 for the SPIRIT schedule
of enrolment, interventions and assessments.

Sample size
For each of the four SUCCEED sites, we expect to recruit
10 people with lived experience of psychosis and up to
10 family members (one for each participant with lived
experience of psychosis, although participation of a fam-
ily member is not mandatory). We will also include the
PSW, CSW and supervisor involved in delivery, as well as
the data collector(s) involved in administering the WHO-
QOL-BREF at baseline. Across the four sites, this would
yield approximately 96 participants, in total.

For the purposes of the pilot, we do not expect
to recruit a representative sample of people with

Participant does not have
capacity to consent based on
score <11 on UBACC

Participant provides informed
consent after regaining
capacity

Guardian provides informed
consent

psychosis; rather, we will purposively select a sample of
10 people with psychosis, aiming to maximise variation
across a range of sociodemographic (described below)
and clinical (diagnosis) characteristics to better ensure
a diverse representation. This is to aid in identifying
any unforeseen barriers that may affect willingness or
ability to participate in the intervention.

In determining the sample size, the need for varia-
tion is weighed against several practical considerations:
(1) what the SUCCEED research team felt would be a
reasonable caseload for the frontline providers involved
in delivery; (2) a desirable group size for livelihoods
and self-help activities; (3) a desirable group size for
subsequent focus group discussions, for research pur-
poses. We also note that this sample size is in line with
those of similar studies piloting CBR for schizophrenia
(“RISE” as described in Asher, et al. 2018) [26] and peer
support for people with severe mental health condi-
tions, including psychosis (“UPSIDES” as described in
Puschner et al. 2019) [40] in sub-Saharan Africa. Both
studies recruited 10 participants with mental health
conditions; RISE recruited “dyads” with one fam-
ily member for each participant with a mental health
condition.
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Table 6 Schedule of enrolment, interventions and assessments

STUDY PERIOD

TIMEPOINT

Baseline

(Month 2)

Monitoring and
Evaluation

(Months 3-5)

Endline

(Month 6)

RECRUITMENT:

Referred to the study (participants and carers)

Eligibility Screen
Cases confirmed through CIDI and previous diagnosis

(participants)

Assess capacity to consent

(UBACC) as needed (participants)

Informed Consent (participants and carers)

INTERVENTIONS:

Accompaniment with PSW (participants)

Peer support with PSW (participants)

Family Group support with CSW (carer)

Livelihood activities with PSW/CSW (participants and

carer)

Linkage to community services with CSW

(participants and carer)

ASSESSMENT

Participants with lived experience of psychosis

e WHOQOL-BREF self-assessment

e Cognitive interview (face validity)

e Focus group discussions

Family member of participants with lived experience of psychosis

e WHOQOL-BREF assessment (proxy validity)

X

e Cognitive interview (face validity)

e Focus group discussions

PSW/CSW

e Interviews: Feasibility and acceptability of

research tools and processes

Supervisor

e Interviews: Feasibility and acceptability of

research tools and processes

e Routine monitoring and evaluation forms

X monthly

e ENACT competency assessment of PSW/CSW

Page 11 0f 18
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Recruitment

Potential participants with lived experience of psychosis
and their family members will be recruited through refer-
ral from health services and community identification
activities (described below). Where a diagnosis cannot be
confirmed from health records, research workers will be
trained to assess whether potential participants meet the
criteria for psychosis using the World Health Organisa-
tion’s Comprehensive International Diagnostic Interview
(CIDI) screening tool available in English and translated
into the main local language at each study site [53].

Health services

Primary, secondary and/or tertiary health care facilities
may serve as sources of recruitment, depending on the
services available in the study site under consideration.
Either the CSW or a research worker will approach staff
to refer patients who may have psychosis to the study.
Staff will be given an informational letter for their use, as
well as copies of invitation letters and information sheets
for potential participants. Invitation letters will include
contact details for team members responsible for recruit-
ment, to arrange an appointment to discuss the informa-
tion sheet and consent form.

Community settings

In community settings, the SUCCEED CSW and PSW
should both be knowledgeable of local communities and
able to help identify and engage with people with psy-
chosis in the area. Additionally, the CSW will arrange a
Community Mental Health Forum (CMHF), which dou-
bles as an awareness-raising activity as well as an oppor-
tunity to advertise the study and describe the types of
participants that SUCCEED is looking to recruit. The
CSW will present an adapted version of the Commu-
nity Informant Detection Tool (CIDT), which provides a
brief narrative and pictorial description of a typical case
of psychosis, for use in community settings. Members of
the CMHEF can then follow-up directly with the CSW for
invitation letters with the study team’s contact details to
arrange an appointment to discuss the information sheet
and consent form.

Other participants

For the endline, providers (PSWs, CSWs) and supervi-
sors will be approached by a research worker external
to their organisation, for consent to participate in an
ENACT assessment and an interview. Data collectors will
be approached by another SUCCEED research worker,
independent of their line management, for consent and
an interview. Providers, supervisors and data collec-
tors will be reassured that they are under no obligation
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to participate, that they have the permission of their
employers to participate during working hours and that
their responses will in no way affect their employment.

Data collection

Baseline

The paper-based enrolment form used for people with
lived experience of psychosis and family members col-
lects essential sociodemographic data (age, gender, mari-
tal status, number of children, level of education, employ-
ment, religious affiliation, ethnicity), clinical information
(prior diagnosis, if applicable) and detailed information
on how to contact participants, including their prefer-
ences regarding face-to-face contact, and should take 20
min or less to complete. As described above, participants
with lived experience of psychosis who are enrolled in
the study then complete a paper-based WHOQOL-BREF
(see “Primary outcome”). If the participant also has an
eligible family member enrolled in the study, the family
member will be asked to complete a proxy assessment.
WHOQOL-BREF may be self-administered or admin-
istered in an interview format, and is estimated to take
30 min or less to complete. Upon completion, the par-
ticipant and family member complete cognitive inter-
views following a semi-structured interview guide devel-
oped for the purposes of SUCCEED. The enrolment and
WHOQOL-related data collection are carried out by a
trained data collector who, upon completion of baseline
data collection, will be asked to participate in an inter-
view by another researcher following a semi-structured
interview guide also developed for SUCCEED to assess
WHOQOL-BREF as a study measurement tool. Inter-
views take approximately 1 h, with both an interviewer
and a note-taker present. Interviews are audio-recorded
and transcribed, with permission.

Routine monitoring and evaluation

PSWs and CSWs complete a monitoring and evaluation
(M&E) form at each contact with participants (home
visit, self-help group meeting, etc.). M&E forms are
designed to be short (15 min to complete, or less) and
collect basic process data on the service provided (e.g.
location and duration of contact, who participated, what
tools/topics were covered).

The supervisor will also carry out semi-structured
observation of intervention delivery. Supervisors will be
requested to observe at least one intervention activity
each week, using a semi-structured observation form to
record insights into the providers’ performance, fidelity
to the intervention manual, and the engagement of the
participants (which should take no more than 30 min).
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For quality assurance, a SUCCEED researcher will also
attend one intervention activity each month and record
their observations using the same guide. Over the course
of the 4-month follow-up period of the pilot, SUCCEED
researchers should plan to record observations on at least
one of each of the following:

« Facility visit (recruitment and/or accompaniment of
a participant to health services)

+ Community Mental Health Forum

+ Self-help group meeting

«+ Livelihoods activity

Data from M&E forms and semi-structured observa-
tions will be aggregated along with research administra-
tive data (e.g. participant drop-outs) in monthly reports
prepared by the supervisor at the host organisation for
the SUCCEED research team. The SUCCEED research
team may carry out quality checks, if indicated, to ensure
that monthly reports are complete and there are no obvi-
ous errors.

Endline

A WHOQOL-BREF self-assessment for participants
with lived experience of psychosis is repeated at approxi-
mately 4 months after recruitment, following the same
procedures described above (see “Baseline”).

An endline ENACT competency assessment is also
completed for SUCCEED providers (PSWs, CSWs)
using an adapted version of the ENACT tool applied by
a trained SUCCEED research worker and supervisor to
assess trainee competencies (see “Provider competency’,
above). The assessors will record their ENACT scoring
for each provider on a paper-based form during a stand-
ardised role-play (estimated to last 15—20 min) [54]. The
mean score between the two assessors will be calculated
for each item and summed to provide an overall score
(though we do not assign any a priori cut-off to deter-
mine competence level).

Endline qualitative data collection comprises interview
and focus group discussions following semi-structured
discussion guides tailored to each participant type. Inter-
views will take approximately 1 h, and each focus group
will take approximately 2 h to complete. Both interviews
and focus group discussions will have a trained facilita-
tor and note-taker present and will be audio-recorded
and transcribed, with permission. Facilitators will also
be instructed to take notes immediately after each inter-
view or focus group to jot down key points that surprised
them, were in contradiction to the way in which they
think about the topic at hand or affirmed a particular
viewpoint, to contribute to the subsequent data analysis.
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Data management

Hard copies of data collection tools and notes will be kept
in locked cabinets, and soft copies (i.e. audio recordings
and transcripts) will be kept on secured, password-pro-
tected laptops that can only be accessed by SUCCEED
researchers. All research equipment, hard and soft cop-
ies of data will be kept in locked offices. At least one
researcher per SUCCEED study site has been nominated
as a data manager and undergone additional training in
data management provided by an experienced statistician
[55]. All recordings will be destroyed once transcription
has been completed and checked. With the exception of
shared data deposited in repository,” all research data will
be destroyed 10 years after the completion of SUCCEED’s
programme of research (April 2036), in line with LSHTM
guidelines, unless local regulations stipulate otherwise.

Quantitative data will be collected using predesigned
paper-based data collection tools and anonymised before
entry. Data will be double-entered into a customised
electronic data collection form with pre-programmed
data checks. Further checks of range, consistency and
completeness will be carried out, and data queries will
be raised to clean the data. The data will be hosted on an
LSHTM server and protected using asymmetric encryp-
tion keys. A codebook will list all variables and value
labels along with a description and details on the tool and
question from which they were derived.

Key informant interviews and focus group discussions
will be captured via audio recordings, with participants’
consent. (An interviewee may request that the inter-
viewer take handwritten notes, as opposed to a recording,
though this is not feasible for focus group discussions.)
All recordings and notes will be confidential and shared
only among research team members. All interviews and
focus group discussions will be anonymised immedi-
ately upon transcription (discussed further below). All
recordings will be destroyed once transcription has been

2 SUCCEED’s Data Access and Publication Policy stipulates that data are
jointly owned by all SUCCEED partnered institutions: University of Ibadan,
University of Makeni, Kamuzu University of Health Sciences, and the Uni-
versity of Zimbabwe; thus, all partners are free to access anonymised SUC-
CEED data. Access is facilitated by the Data Management Team, which is
comprised of nominated researchers at each SUCCEED site, who receive
additional training and support on data management as part of the SUC-
CEED Capacity-Building workstream. The policy also describes the process
by which any individual internal or external to SUCCEED may submit an
expression of interest using a standardised online form outlining their inten-
tion to access and/or publish SUCCEED data; expressions of interest are
reviewed on a regular basis by SUCCEED’s five-country leadership team for
approval. This is the main avenue by which SUCCEED ensures the use of
data is for valid research. Once approved, those accessing the project data
are required to sign a data access/confidentiality agreement form. After an
18-month embargo period, data are prepared for upload to LSHTM’s Data
Compass site, in line with FCDO UK'’s guidance on data sharing. The pros-
pect of data sharing is stated in participant information sheets and consent
forms.
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completed and checked. A separate list of participants
will be held securely at each site, to allow the return of
findings to participants.

Data analysis
Quantitative data will be analysed using Stata statistical
software [56]. Descriptive characteristics of study partici-
pants will be reported. WHOQOL-BREF total scores will
be calculated, and we will report endline score adjust-
ing for baseline score to determine improvement over
time. The scores of self-completed and proxy-completed
questionnaires will be compared graphically to assess
their correlation, and the validity of proxy-completed
WHOQOL-BREF will be investigated against self-com-
pletion as the gold standard. Qualitative interview and
focus group transcripts will be analysed in ATLAS.ti [57]
using thematic analysis, following a process of coding of
themes and grouping into categories. A framework anal-
ysis approach [58, 59] will be adopted to develop a stand-
ardised coding frame that can be used across all countries
to allow cross-country comparison of the results. The
coding frame will be sufficiently flexible to allow addition
of emerging country-specific themes during the analy-
sis. Each SUCCEED country team will be responsible
for coding their own data, led by the Country PI. Each
focus group discussion or interview will be analysed by
two coders. Regular meetings will bring together country
teams with LSHTM team to discuss progress of coding.
All qualitative data will initially be analysed in the
local language to avoid losing information and nuances
specific to local language in the translation processes.
However, the multi-site, cross-country nature of this
study will necessitate translation of all transcripts into
English. Where analysis in a local language is not pos-
sible, or for cross-country analyses of the data, analyses
will be carried out in English with input from the country
team members to check appropriateness of analysis and
interpretation.

Ethics and dissemination

Ethical approvals

Institutional approval was received from the London
School of Hygiene and Tropical Medicine Research Eth-
ics Committee in the UK, the coordinating centre of
the SUCCEED consortium (Ref 28,346). Local ethical
approval was received in Malawi through the Kamuzu
University of Health Sciences, College of Medicine
Research and Ethics Committee (COMREC) (Ref Sefasi
P/03/23/4032), in Nigeria through the University of
Ibadan/University College Hospital Ethics Committee
and Oyo State Research Ethical Review Committee (Ref
NHREC/05/01/2008a), Ministry of Health, Ibadan, Nige-
ria; in Sierra Leone through the Office of the Sierra Leone
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Ethics and Scientific Review Committee, Directorate of
Training and Research, Ministry of Health and Sanita-
tion (Ref SLESRC No0:018/03/2023); and finally in Zimba-
bwe through the Medical Research Council of Zimbabwe
and Research Council of Zimbabwe (Ref MRCZ/A3015).
Additional details on the ethical considerations and pro-
cedures for this study are available from the authors upon
request.

Informed consent

Experienced researchers from SUCCEED’s in-country
research teams will be responsible for taking consent.
All SUCCEED researchers are trained in research ethics.
Wherever possible, the information sheet and consent
form will be provided to prospective participants at refer-
ral or during their initial contact with the research team,
leaving at least 24 h to consider their decision. Consent
will be secured before data collection can commence. The
researcher will remind potential participants about the
research and share hard copies of the informational letter
in English or a local language, as needed. The potential
participants will be invited to ask any questions before
providing consent. If agreed, they will sign the consent
form. For interviews and focus group discussions, the
information sheet will clearly specify the expectation
and/or requirement to audio-record the session. The con-
sent form will also ask for permission to audio-record the
discussion. (An interview may take place without audio-
recording; however, for focus groups, this will not be pos-
sible.) Participants invited to a focus group who do not
wish to be audio-recorded will be given the option of
participating in a private interview instead. Additional
procedures are described below for low literacy and for
situations in which capacity to consent is unclear.

Low literacy

All potential participants are asked at the beginning of
the consent process whether they are comfortable read-
ing and writing in either English or a local language. For
those with low literacy, an impartial witness will be iden-
tified to assist the potential participant in the consent
process. A standard recording of the translated partici-
pant information sheet will be available in the most com-
monly spoken local language at each study site. This will
be played aloud for the potential participant in the pres-
ence of the impartial witness and the researcher, who will
be available to answer any questions. The potential par-
ticipant will sign with a thumbprint or a symbol (X). The
impartial witness must then sign to attest that the study
information has been presented to the participant as per
the information sheet. The researcher must also sign to
attest that they have explained the study information
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accurately and that it was understood in the presence of
the impartial witness.

Capacity to consent

All participants must assent before any data can be col-
lected. We take the position, in alignment with the UK
Mental Capacity Act (2005) [60], that people are pre-
sumed to have capacity to consent unless there is evi-
dence to the contrary. Should there be any reason to
believe that a potential participant is unable to provide
free and informed consent (related to ability to compre-
hend, retain, communicate or voluntarily act on, informa-
tion), then the researcher will apply an adapted version
of the University of California San Diego’s Brief Assess-
ment of Capacity to Consent (UBACC) [61]. To apply
UBACC, the researcher reviews the information sheet
and consent form with the potential participant, then
asks a series of questions about their content and impli-
cations, scoring each response on a Likert scale ranging
from 0 to 2. A UBACC score of 11 or below suggests that
a potential participant does not have capacity to consent.
However, if a potential participant scores a 12 or higher,
the researcher must still use their best judgment and seek
a second opinion if needed to confirm eligibility based
on capacity to consent. If after completing the UBACC
it remains unclear whether a potential participant has
capacity (or if the potential participant clearly does not
have capacity), guardian consent can substitute. Alter-
natively, if an assenting participant regains capacity over
the 4-month follow-up period, they can provide (or with-
draw) consent at any time, overriding their guardian’s
consent. See Fig. 1 for details.

Risk management

Participants will not be subject to any medical proce-
dures as part of this research. All participants, apart from
those with lived experience of psychosis and their fam-
ily members, will be asked about their perspectives and
practices rather than any personal information about
themselves. However, participants with lived experience
and their family members may be asked personal ques-
tions related to mental health and recovery, which can
be uncomfortable at times to discuss. Participants are
reassured in all informational materials that they may
skip questions or withdraw from the study at any time,
without any negative consequences. Data collectors will
be trained in looking for signs of distress and, when nec-
essary, will pause the session to ask if they are okay and
remind them that they can stop or withdraw from the
study. When necessary, the session will be stopped and
information on who they can talk to for assistance/sup-
port will be provided.
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Each SUCCEED study site is staffed by a multidiscipli-
nary team including mental health professionals. A clear
procedure will be put in place where any concern iden-
tified by the SUCCEED researcher engaging with any
participant will be communicated with the Programme
Manager in the country site, who will then be responsible
for arranging follow-up by a mental health professional.
Each SUCCEED research team includes one or more
mental health professionals qualified to provide psycho-
social counselling and low- intensity psychotherapies,
and to refer complex or unresponsive cases to specialist
care, if desired. Each study site has already made a formal
agreement with at least one specialist mental health ser-
vice willing to accept referrals from the study. However,
as SUCCEED actively promotes shared decision-making
over coercive care, the participant’s (and family mem-
bers, if appropriate) preferred sources of support will
ultimately determine the referral process.

For monitoring purposes, a Trial Management Group
has been established with the following membership: The
UK-based SUCCEED CEO; the International (UK-based),
West African (Nigeria) and Southeast African (Zim-
babwe) Research Directors; the UK-based SUCCEED
Research Manager and Trial Manager; the UK-based
statistical advisor and Zimbabwe-based statistician; and
all other Local Principal Investigators (Malawi, Sierra
Leone) and Project Managers from each SUCCEED
country. The Trial Management Group will meet on a
monthly basis to review the progress of the pilot study,
including a summary of the information collected via
supervisors’ monthly reporting forms (see “Monitoring
and evaluation’, above). If a potential adverse event or
safeguarding issue is raised, the CEO will convene the
Trial Management Group within 48 h to investigate and
determine the appropriate course of action, including
further reporting to local and international ethics com-
mittees, in line with SUCCEED’s Safeguarding Policy,
guidance provided by LSHTM’s office of Research Gov-
ernance and Integrity, and local regulations. As there are
only two time-points for the collection of outcome data,
no interim data analysis will be performed, and no audits
are planned.

Compensation

Participants will receive modest stipends for participa-
tion in data collection activities (i.e. baseline/endline
assessments, focus groups, interview discussions). Sti-
pends ($10 USD equivalent per data collection event) are
based on SUCCEED’s policy for subsistence rates in each
country, aligned with the UK Foreign Commonwealth
and Development Office’s guidance, and seek to reason-
ably compensate people for their time without unduly
influencing their decision to participate. This stipend
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reflects lost earning as a result of participation in the
study and/or additional costs, such as travel. Appropriate
refreshments, where relevant, will also be provided (e.g.
for focus groups).

Dissemination

All academic publications will be made available in Open
Access, either by the journal or through LSHTM'’s online
repository [62]. SUCCEED publications are accompanied
by lay summaries and targeted communications plans
developed and executed by the consortium’s cross-site
Communications team. These will include plans to com-
municate findings with the host organisation delivering
the intervention and with study participants.

Discussion

This pilot study offers an important opportunity to assess
and improve upon the SUCCEED Africa intervention
and research methods, tools and processes, before these
are scaled up to power two randomised controlled tri-
als (Nigeria, Zimbabwe) and further process evaluations
(Malawi, Sierra Leone). The pilot study aims to test the
feasibility, acceptability and preliminary outcomes of the
SUCCEED community-based intervention for people with
lived experience of psychosis in four sub-Saharan African
countries. Employing an uncontrolled before-and-after
study design, the pilot assesses changes in quality of life
and other key outcomes over a 4-month period. This pilot
will provide critical insights and practical knowledge to
inform the larger-scale evaluation of the intervention.

The consortium’s commitment to co-production,
including the involvement of peer researchers with
lived experience embedded within local research teams
and the oversight of a cross-consortium Lived Experi-
ence Advisory Panel (LEAP), is a strength of the forma-
tive research and other activities informing the design of
this pilot (e.g. Theory of Change workshops, literature
reviews, situation analyses, local stakeholder meetings).
The intervention itself incorporates a formal peer sup-
port component, again reflecting a commitment to lived
experience involvement. Further, delivery of the interven-
tion by local organisations of persons with disabilities
(OPDs) is expected to promote sustainability, while also
building OPDs’ capacity in the area of mental health and
psychosocial disability—an under-represented issue on
most disability rights agendas [63, 64].

However, critics have argued that co-production and
other seemingly progressive approaches to promoting
involvement in health research are not risk-free [65].
Indeed, reflections recently published by a lived experi-
ence working group involving several SUCCEED Africa
members highlight the broader geopolitical context of

Page 16 of 18

global mental health, differing levels of research expe-
rience, different stakes in and resources for conduct-
ing research, among other challenges in carrying out
an effective international research collaboration on
psychosis [66]. In the context of the SUCCEED Africa
pilot, representation may be an especially important
limitation. Peer researchers and other LEAP members
tend to be educated professionals living in urban areas
with access to specialist mental health care, while our
research focuses mainly on underserved communities.
Additionally, contextual differences among the partici-
pating countries may affect the acceptability and fea-
sibility of the intervention. For example, variations in
terms of the stigmatisation of and beliefs about mental
health, and community support structures, could influ-
ence participants’ engagement with the intervention.
The in-depth qualitative research and consultation that
preceded the pilot were designed to help bridge these
gaps; however, we expect the pilot to uncover many
unforeseen issues that will need to be addressed before
progressing to larger-scale implementation and evalu-
ation. Findings will be relevant not only to SUCCEED,
but also to others interested in promoting a rights-
based approach to community mental health for people
with psychosocial disabilities in low-resource settings.
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