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Background Social Inclusion Scale, Empowerment Scale and HOPE Scale.

Some trials have evaluated peer support for people with mental ~ Per-protocol analysis with participants who had received three

ill health in high-income, mainly English-speaking countries, but ~ Or more intervention sessions also showed an effect on the
the qua“ty of the evidence is weak. Social Inclusion Scale total score (/3 =0.18, P=0.031, 95% ClI:

0.02-0.34).
Aims
To investigate the effectiveness of UPSIDES peer support in
high-, middle- and low-income countries.

Conclusions

Peer support has beneficial impacts on social inclusion,
empowerment and hope among people with severe mental
Method health conditions across diverse settings. As social isolation
This pragmatic multicentre parallel-group wait-list randomised  is a key driver of mental ill health, and empowerment and
controlled trial (registration: ISRCTN26008944) with three hope are both crucial for recovery, peer support can be
measurement points (baseline and 4 and 8 months) took place  recommended as an effective component of mental

at six study sites: two in Germany, and one each in Uganda, healthcare. Peer support has the potential to move global
Tanzania, Israel and India. Participants were adults with long- mental health closer towards a recovery- and rights-based

standing severe mental health conditions. Outcomes were orientation.
improvements in social inclusion (primary) and empowerment,
hope, recovery, health and social functioning (secondary). Keywords

Participants allocated to the intervention group were offered
UPSIDES peer support.
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Recovery-oriented interventions are receiving increasing attention
globally.! Peer support is an established recovery-oriented
intervention in which a person in recovery from a mental health
condition offers support to others living with mental health
Peer support workers (PSWs) support their own
recovery and that of others by drawing on their lived experience,
employing positive self-disclosure, expanding social networks, and
promoting hope, empowerment and self-efficacy.* The evidence
base on peer support for adults with mental ill health is maturing.>
Early research showed that PSWs were able to achieve similar or
even slightly better outcomes than professionally trained staff.>’
More recent reviews suggested there may be a positive impact on a
range of psychosocial and functional outcomes, especially recovery-

conditions.?

* Joint first authors.
= Joint last authors.
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related outcomes (e.g. social inclusion and empowerment), but that
this impact may be rather limited for clinical outcomes such as
symptomatology.®1* The evaluation of peer support is increasingly
moving beyond a focus on individual clinical outcomes towards
more social and recovery-oriented outcomes, such as social
inclusion, which is a key outcome in global mental health.!*
There is broad consensus that there are significant gaps in the
evidence base on peer support in low- and middle-income countries
(LMICs) and in non-Anglophone high-income countries (HICs),
including measuring recovery-oriented outcomes.!®> Although peer
support is spreading rapidly all over the world,' cross-cultural key
issues remain, including role expectations, initial training, type of
contact, role extension, workplace support for PSWs, recruitment
and supervision.!>!” We need a better understanding of how peer
support needs to be adapted for cultural reasons,'” and how best
to support implementation,'® to ensure that peer support is

t.)
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provided in accordance with the fundamental values of civil rights
and social justice and at the same time takes into account differing
worldviews.!S There is a need for large-scale international trials
across diverse cultural and resource settings, emphasising
user-centred outcomes, to further strengthen the evidence base
for peer support for people with mental ill health.

This paper presents findings from a multi-country randomised
controlled trial that tested the effectiveness of a manualised peer
support intervention for people with severe mental health conditions
in a range of high-, middle- and low-income countries. A priori
hypotheses were that 8 months after baseline, participants who
received the intervention, as compared with participants allocated to
the wait-list control group, would show: (a) improved social
inclusion (primary outcome); and (b) improved empowerment,
hope, recovery, health and social functioning (secondary outcomes).

Method

UPSIDES-RCT is a pragmatic parallel-group multicentre randomised
controlled trial with a wait-list control group and four measurement
points: baseline (), 4 months (¢;), 8 months (¢,, primary clinical
endpoint) and 12 months (#;). Participants allocated to the
intervention group were offered UPSIDES peer support after having
been informed about allocation. The study was carried out at six study
sites: (a) Ulm, Germany: rural catchment area of Ulm University’s
Clinic for Psychiatry and Psychotherapy II; (b) Hamburg, Germany:
University Medical Centre Hamburg-Eppendorf and community
services all over Hamburg; (c) Butabika, Uganda: Butabika National
Referral Hospital which is the main psychiatric referral hospital
situated in the capital city Kampala; (d) Dar es Salaam, Tanzania:
Department of Psychiatry and Mental Health at Muhimbili National
Hospital; (e) Beer Sheva, Israel: two community rehabilitation
organisations (‘Kidum Proyektim Shikumiim’ and ‘Enosh’) which
provide services across the country, supported by the Ministry of
Health; (f) Pune, India: Hospital for Mental Health in Ahmedabad,
Gujarat, which is a public mental health facility and Gujarat’s largest
psychiatric speciality hospital.

Written informed consent was obtained from study partic-
ipants. The authors assert that all procedures contributing to this
work comply with the ethical standards of the relevant national and
institutional committees on human experimentation and with the
Helsinki Declaration of 1975, as revised in 2013. All procedures
involving human participants and/or patients were approved by
ethics boards at all study sites.

The trial has been prospectively registered (ISRCTN registry,
ISRCTN26008944). See the supplementary material available at
https://doi.org/10.1192/bjp.2025.10299 for further information
about procedures, including details of ethics review boards, data
collection, responses to challenges arising from the COVID-19
pandemic and assessment of adverse events. Reporting of the
results follows the Consolidated Standards of Reporting Trials
(CONSORT) statement.”

Participants

To be eligible for inclusion, potential participants had to be aged 18
to 60 years at intake and have a severe mental health condition,
defined as a long-standing mental health condition of any kind
which has resulted in substantial functional impairment limiting
major life activities (Threshold Assessment Grid®® score >5 points
and illness duration >2 years). Diagnoses could be established by
case notes, staff communication or self-report. Further inclusion
criteria were sufficient command of the dominant language at each
study site and ability to provide informed consent. Exclusion
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criteria were: a main diagnosis of learning disability, dementia,
substance use disorder or organic brain disorder; and cognitive
impairment severe enough to make it impossible to give informed
consent or complete study measures. Potential participants were
approached using several means, including through in-patient, out-
patient and community mental health services, patient and carer
organisations, local newspapers, social media, community leaders
and word of mouth.

Intervention

UPSIDES peer support is a formal service delivered by a trained
person with lived experience of recovery from a mental health
condition to another person with a serious mental health condition.
The intervention has been designed to adhere to the core principles
of peer support (e.g. mutual, reciprocal, non-directive, strength-
based, and recovery- and community-oriented), as specified in the
UPSIDES conceptual framework (see the training manual?®* for
details), while allowing enough flexibility to adapt to each site’s
unique social, cultural and organisational contexts. It has been
developed by all UPSIDES partners through literature review and
adaptation of existing programmatic materials.”>*’ The primary
training concept was delivered in a train-the-trainer-workshop with
PSWs from all sites, further adapted through focus groups reflecting
on the usability for the respective settings,?® and piloted at all study
sites.”? The UPSIDES peer support training consists of 12 core
modules (e.g. PSW role, recovery, network, trialogue, communica-
tion), with additional modules addressing site-specific topics (see the
training manual®! for details). The implementation manual®® sets out
further guidance, including essentials for UPSIDES sites as well as
additional recommendations based on programmatic experience and
guidance,®! across six key areas of implementation (e.g. PSW
recruitment, capacity-building, quality assurance).

UPSIDES PSWs were adults (aged 18 to 60 years) who were in
recovery and had not been admitted to hospital for at least 3
months before training. UPSIDES PSWs were compensated for
their work, with financial arrangements differing among study sites
(paid positions or pay-per-day), and received support in different
ways (regular supervision and various activities to promote well-
being). For instance, at Butabika, PSWs received individual as well
as group supervision, to review the recovery skills they were using
to support their clients and to provide additional mentoring based
on the training manual. Supervisors also provided medical review
and care, including medicine refills and psychological support
when needed, without the PSW having to queue up in the clinic. In
addition, team building events with cake-cutting were organised, as
well as lunches with the research teams, and branded T-shirts were
provided to make PSWs feel they belonged. This energised the
PSWs. See the implementation manual® for details.

UPSIDES peer support can be delivered in either an individual
or group format, or as a combination of the two. It was delivered in
a one-to-one format at five study sites (Ulm, Hamburg, Butabika,
Dar es Salaam and Pune), of which two (Hamburg and Dar es
Salaam) also offered additional groups, and in a small group format
(‘Chevruta’) in Be’er Sheva, as this was found to be a better fit for
the organisational structure of the existing community mental
health services.>? The intended duration of UPSIDES peer support
was up to 6 months, with a minimum of three contacts. Weekly or
fortnightly meetings were recommended, but the frequency could
vary depending on the needs of patients, PSWs and study sites.
Participants allocated to the intervention group were offered
UPSIDES peer support immediately after allocation. Participants
allocated to the control group were put on a waiting list and were
offered the intervention after follow-up of the intervention group
had been completed. All participants received treatment as usual;
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this consisted of a mix of in-patient, out-patient and community
services, with substantial variation across sites (see the supplemen-
tary material for details).

Outcomes

The primary outcome was measured using the Social Inclusion Scale
(SIS*), which has 16 items to be answered on a four-point Likert
scale with responses ranging from ‘not at all’ to ‘yes definitely’. After
reverse-scoring three negatively worded items, the total SIS score was
calculated as the sum over the 16 items, ranging from 16 (low social
inclusion) to 64. The SIS has three subscales: social isolation,
referring to the amount of contact an individual has with people and
society (four items); social relations, referring to relationships
between people (nine items); and social acceptance, referring to a
person’s sense of being accepted within their social contexts (five
items). Secondary outcomes measures were as follows.
(a) Empowerment, measured with the Empowerment Scale** a
28-item instrument designed to tap into subjective feelings of
empowerment on a four-point Likert scale ranging from ‘strongly
agree’ to ‘strongly disagree’. After reverse-scoring of nine negatively
framed items, the total score is the sum of all items, ranging from 28
(low empowerment) to 112. (b) Hope, measured with the HOPE
scale,*® which consists of 12 items rated on an eight-point Likert scale
ranging from ‘definitely true’ to ‘definitely false’. The total score is the
sum of eight items (excluding four ‘filler’ items), ranging from 8 (low
hope) to 64. (c) Recovery, measured with the Stages of Recovery
Instrument (STORI-30%), which consists of 30 items representing
five stages of recovery 5, growth), rated on a six-point Likert scale
ranging from ‘not at all true now’ to ‘completely true now’. The stage
subscale with the highest total is the person’s stage of recovery.
Where the highest score was equal for two stages, the higher stage
was used. (d) Health and social functioning, measured with the
Health of the Nations Outcome Scales (HoNOS*’), which consists of
12 items rated on a five-point Likert scale ranging from ‘no problem’
to ‘very severe problem’. The total score is the sum of all items,
ranging from 0 (low impairment) to 48.

All outcome measures except for the HONOS were collected
using patient-reported measures. HONOS was researcher-rated,
applied by study workers who had received instrument training. All
total scores were prorated in cases of missing values for fewer than
20% of the single items making up the score. Established state-of-
the-art translation guidelines®® were followed to translate and
locally validate the standardised outcome measures (including
administration instructions) used, with special attention paid to
psychometric evaluation of the primary outcome.*

Sample size

Sample size calculation was performed for testing whether the
primary outcome (social inclusion at t,) was affected by allocation.
For six study sites, three time points and an estimated panel attrition
of 10% at each time point, N = 558 participants (N = 93 per site) were
needed to detect a small effect size (0.25 s.d. units) with a power of
0.80 at a two-tailed significance level of 0.05. Sample size calculation
was done using RMASS for a three-level mixed-effects linear
regression model, assuming a linear effect over time; compound
symmetry for error variance covariance; person-level covariance
values (int, cov, slope) of 0.300, 0.150 and 0.100, respectively; and
centre-level covariance values of 0.050, 0.025 and 0.020 respectively.

Randomisation

Participants were randomly assigned to either the control or the
intervention group with one-to-one allocation using a computer-
generated randomisation schedule, stratified by site using permuted
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blocks of random sizes. To ensure concealment, block sizes were
not disclosed, and the randomisation code was not released until
the participant had been recruited into the trial and baseline
assessments had been completed. The sequence was generated by
an independent service (Institute for Epidemiology and Medical
Biometry, Ulm University, Germany) to keep the data management
team and study statistician blind to the study allocation for as long
as the data bank was open. Trained research workers enrolled
participants and informed them about their allocated trial group.
Owing to the nature of the intervention, participants, PSWs and
research workers collecting data could not be blinded. Researchers
who analysed study data were not involved in data collection and
were blinded until the data collection and data checks had been
completed.

Statistical analysis

Descriptive reports include absolute and relative frequencies for
categorical variables and means and standard deviations for
continuous variables. Differences in baseline characteristics by site
were tested using chi-squared tests for categorical variables and
t-tests or analyses of variance for continuous variables. Primary and
secondary outcomes from measurement points t,, t; and ¢, were
subjected to hierarchical linear models with the time variable
t (actual time in months, including delays due to pausing for
COVID-19 lockdowns), allowing inclusion of cases with incom-
plete (unbalanced) data across panels.* Random effects were
observations within participants over time, and fixed effects were
effects of time and allocation on the outcome measure, controlled
by study site (which was used as stratification variable in
randomisation; see above). Differences in slope, i.e. in monthly
change rate of the given outcome due to allocation, constituted the
criterion for effect. Analyses followed the intention-to-treat
principle, ie., they were performed without knowledge of any
participants allocated to the intervention group missing (parts of)
the intervention, and all available data were used in the data
analysis. The per-protocol analysis included participants who had
received at least three peer support sessions. Numbers in Tables 1
and S1 were calculated using R (version 4.3.1 for Windows). S-Plus
(version 8.2 for Windows; TIBCO Software Inc., Palo Alto, USA;
https://docs.tibco.com/products/tibco-spotfire-s-8-2-0) was used
for the effectiveness analyses. All other analyses used SPSS (version
28 for Windows).

Results

Study participants

A total of 615 participants were recruited between 1 January 2020
and 12 August 2021, of whom 305 were randomised to the
intervention group and 310 to the control group, respectively.
Figure 1 shows the flow of participants through the different stages
of the trial. Baseline characteristics of the 615 participants are
shown in Table 1. On average, participants were in their late 30s,
more than half identified as women, most were single, and most
had completed secondary education. Many participants were
unemployed and living alone or with their parents. Diagnoses of
mental illness were a mix of depression, psychosis and other
conditions, and illness duration was approximately 15 years. Key
baseline characteristics varied substantially by study site (supple-
mentary Table 1).

Uptake of the intervention

Details about uptake of the intervention are shown in Table 2.
A total of 276 (90.4%) participants allocated to the intervention
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Fig. 1 Participant flow (CONSORT diagram).

group received at least one session of UPSIDES peer support over
the course of the intervention period, which lasted approximately 4
months. On average, participants received seven sessions, which
often lasted 30 min or more. The vast majority of sessions were held
in a one-to-one (individual) format. Some sessions were held in a
group format, with a mean number of 5.11 (s.d. = 2.72) participants.
In Ulm, Butabika and Pune, all sessions were held in a one-to-one
format, whereas in Be’er Sheva, all sessions were held in group
format. In Hamburg and Dar es Salaam, six and 26 participants,
respectively, received both one-to-one and group peer support; the
rest received one-to-one support. Across all sites, a total of 1559
individual and group sessions were provided. Across all sessions,
87.2% were held in person (during a home visit, at the institution or
in a public meeting place), and 11.7% of sessions were held remotely
(via phone call or video call). Thirty-two participants dropped out
without having participated in any intervention session.

We report the following protocol deviations: ten participants
(3.62%) received sessions during official government lockdowns,
99 participants (35.87%) received their first session more than
31 days after , assessment, 46 participants (16.67%) received the
intervention for longer than 6 months and 21 participants (7.61%)
received fewer than three sessions. Finally, at one site, five group
sessions were mistakenly held with a mix of participants from the
intervention and the control group.

Effectiveness

As shown in Table 3, the intention-to-treat analysis found
significant effects of the intervention for two of the three SIS
(primary outcome) subscales: social isolation and social acceptance.
Among secondary outcomes, empowerment and hope significantly
improved, whereas there were no significant effects for STORI or
HoNOS. After exclusion of the 50 participants in the intervention
group who had received fewer than three peer support sessions, the
per-protocol analysis showed that the improvement in SIS total
score was significantly greater in the intervention group, and the
magnitude of all other effects shown in the intention-to-treat
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analysis increased. Detailed statistics for all outcome analyses are
shown in supplementary Tables 2 and 3.

We report a total of 52 serious adverse events for 40
participants (26 women, 14 men; 21 in the intervention group
and 17 in the control group; two before randomisation). The events
reported were death (six events), life-threatening occurrences (two
events) and admission to hospital (44 events). None of the reported
serious adverse events was related to study participation or
receiving the intervention.

Discussion

Our key finding was that UPSIDES peer support improved social
inclusion, hope and empowerment, when tested through a multisite
randomised controlled trial including samples from high-, middle-
and low-income countries. This study was novel not only in its
selection of diverse study sites (which included non-Anglophone
HICs in Europe and the Middle East, as well as LMICs in South
Asia and sub-Saharan Africa) but also in its investigation of social
inclusion and other outcomes of particular relevance to the field of
global mental health as it seeks to move past its traditional
biomedical focus.!* The effect on overall social inclusion as the
primary outcome did not quite reach statistical significance in the
intention-to-treat analysis, which included non-engaging partic-
ipants. On the other hand, effects were stable for two of the three
subscales of the social inclusion measure (social isolation and social
acceptance) in both intention-to-treat and per-protocol analyses,
whereas one subscale (social relations) failed to show an effect in
either. Social relations is the most behavioural subscale, with items
including going to new places, doing cultural activities and walking
around the neighbourhood. As much of the trial took place during
the COVID-19 pandemig, it seems reasonable to assume that these
specific aspects of social inclusion were less amenable to
improvement owing to lockdown restrictions and public health
advice to reduce social mixing. By contrast, it is striking that the
social isolation subscale (with items related to feeling alone and
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Table 1 Baseline characteristics

Intervention Control
Characteristic (N =305) (N =2310)
Age in years, mean (s.d.) 38.1 (11.3) 38.5 (11.1)
Gender, n (%)
Female 177 (58.0) 160 (52.6)
Male 126 (41.3) 149 (48.1)
Diverse 20.3 1(0.7)
Marital status, n (%)
Single 172 (56.4) 199 (64.2)
Married or partnership 81 (26.6) 69 (22.3)
Separated or divorced 49 (16.1) 38 (12.3)
Widowed 20.7) 4(1.3)
Children (at least one child living in 132 (43.3) 121 (39)
household), n (%)
Years of schooling in general education, 11.1 (3.6) 11.2 (3.3
mean (s.d.)
Highest completed level of education, n (%)
Primary education or less 40 (13.1) 46 (14.8)
Secondary education 187 (61.3) 182 (58.7)
Tertiary or further education 65 (21.3) 69 (22.3)
Other general education 0 (0.0 4(1.3)
No formal education 9 (3.0) 5(1.6)
Employment, n (%)
Paid or self-employment 63 (20.7) 92 (29.7)
Voluntary employment 12 (3.9) 12 (3.9)
Sheltered employment 37 (12.1) 39 (12.6)
Unemployed 125 (41.0) 120 (38.7)
Student 17 (5.6) 12 3.9)
Housewife or househusband 16 (5.2) 12 (3.9)
Retired 16 (5.2) 8 (2.6)
Other 19 (6.2) 15 (4.8)
Living situation, n (%)
Living alone (x children) 71 (23.3) 87 (28.1)
Living with husband or wife (+ children) 68 (22.3) 52 (16.8)
Living together as a couple 14 (4.6) 13 (4.2)
Living with parents 71 (23.3) 79 (25.5)
Living with other relatives 45 (14.8) 40 (12.9)
Living with others 36 (11.8) 38 (12.3)
lliness severity according to Threshold 9.3(27) 8.8 (2.9)
Assessment Grid, mean (s.d.)
Type of mental iliness, n (%)
Depression 87 (28.5) 94 (30.3)
Psychosis 97 (31.8) 105 (33.9)
Other 121 (39.7) 111 (35.8)
Duration of illness in years, mean (s.d.) 16.5 (53.6) 13.4 (9.9

accepted) and the social acceptance subscale (with items related to
expression of beliefs and acceptance from friends and neighbours)
both showed significant improvements, despite pandemic-related
restrictions. We may cautiously assume that without an epidemic
requiring social isolation, effects would have been found across all
aspects of social inclusion. However, also the opposite argument
may be considered: that owing to COVID-19 restrictions,
additional efforts were made by research staff to include and keep
study participants, which may have made them feel particularly
appreciated, and that effects may have been smaller without such
restrictions.

Effects of the intervention were substantial for empowerment
and especially for hope, but no improvements were found for health
or social functioning. This reinforces previous findings that peer
support is especially beneficial for recovery-related and patient-
rated outcomes but has little effect on clinical and staff-rated
outcomes.®!! Moreover, although there was a visible effect for
recovery measured via STORI-30, this failed to reach statistical
significance. It could be that the observation period of 8 months
was too short to pick up changes in stage of recovery, which might
take longer to evolve.? Recovery is also notoriously difficult to
measure, and current measurement tools are rooted in mainly
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Western individualistic models, which have been criticised for
neglecting collectivistic values and other priorities.*! For example,
the Chinese version of the STORI-30 did not replicate the five-
factor structure yielded by the original Australian samples.*?
Although stage 1 was replicated, the items in the other four stages
in the original version were merged into two stages in the Chinese
version. This suggests that the foundational concepts of the STORI-
30 are not culturally adapted. For example, concepts such as
‘separation of self from illness’ (in stage 2), ‘take control of their life’
in (stage 4) and ‘meaningful future’ (in stage 5) may have different
meanings across cultures. Progress has been made in cross-cultural
adaptation of outcome measures in recent years,** and all measures
used in this study were carefully translated to ensure cultural
appropriateness. Nevertheless, the meaning of the concepts behind
these measures may vary across cultures. For example, it has been
argued that recovery may take different forms in non-Western
cultures, with more emphasis on trauma, a person’s choice, risk-
taking, coping with challenges and spirituality,***° and that cultural
understandings of recovery need to be broadened.*®

Our findings contradict results of a recent large trial from
England (ENRICH) which did not find effects of peer support on
social inclusion and hope.® This might be because of differences in
measurement, as the ENRICH study used different scales and
measured earlier changes (at 4 months). Moreover, the focus of the
intervention was different, with an emphasis on PSWs enabling the
patient to access available social support rather than directly
providing support. Such variations in the emphasis of practice in
peer support can help to explain differences in outcomes. A recent
typology identified the key components of peer support, showing
that components such as ‘relationship building” and ‘sharing lived
experience’, which were essential elements of UPSIDES peer
support, were less prominent in the ENRICH intervention.?”
Discrepancies in findings might also have been due to variations
between settings, with UPSIDES including many study sites in
LMICs, whereas ENRICH took place in one HIC. Further analyses
of between-site differences will show whether results in UPSIDES
Western European study sites were more similar to those of
ENRICH.

strengths and limitations

This trial had a number of strengths. It had the largest sample
size of any randomised controlled trial of peer support for people
with mental ill health to date. All participants were recruited
from routine clinical services, which increased the general-
isability of findings. It was also the first study to evaluate peer
support in lower-resources settings and the first multinational
evaluation. We acknowledged the importance of co-creation,*8
and all aspects of preparing and carrying out the trial took place
in close cooperation between researchers and PSWs from all
study sites, including development of the intervention,®
implementation and training,'®*’ translation and validation of
measures and tools,*® and evaluation. UPSIDES also built on
years of innovation, research and practical experience of peer
support across several of the participating study sites, which was
essential in developing a flexible intervention that could be
adapted to diverse contexts. For example, all three LMIC sites
had prior experience in delivering peer support either for people
with severe mental health conditions?** or in the context of
HIV,?® and two of the three had substantial prior knowledge of
research on recovery-oriented interventions, including peer
support for people with mental ill health. There was also rich
south-north learning, e.g. role modelling of PSWs in LMICs not
only for their clients but also for fellow PSWs in HICs and the
study team.
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Table 2 Uptake of the intervention

Characteristic of the intervention Ulm Hamburg Butabika Dar es Salaam Be'er Sheva Pune Total
Number of sessions, mean (s.d.) 10.2 (6.5) 5.5 (4.3) 8.3 (2.0) 6.7 (4.1) 77 29 3.0 (0.0) 6.9 (4.2)
Time per session, n (%)
<15 min 19 (2.2) 1(0.1) 38 (4.5) 1(0.1) 2(0.2 11 (1.3) 2 (8.5
15-30 min 23 (27) 7 (0.8) 126 (14.8) 20 (2.3) 0 (0) 68 (8.0) 244 (28.6)
30-60 min 130 (15.3) 120 (14.1) 247 (29.0) 98 (11.5) 80 (9.4) 50 (5.9) 725 (85.1)
>60 min 164 (19.2) 129 (15.1) 121 (14.2) 183 (21.5) 255 (29.9) 0 (0.0) 852 (100)
Duration of the intervention in days, 128.9 (63.4) 106.3 (66.4) 161.1 (51.7) 162.8 (126.1) 106.5(50.7) 729 (70.0)  126.46 (77.3)
mean (s.d.)
Time between sessions in days, mean (s.d.) 12.7 (5.7) 16.8 (10.3)  18.8 (5.4) 16.4 (11.1) 13.8 (6.1) 18.8 (11.4) 16 5(8.7)
Frequency (sessions per month), mean (s.d.) 2.5(0.9) 1.9 (1.3) 1.7 (0.5 2221 2.8 (1.5 (1.9 2 (1.5
Timing of first session (days after tp), mean (s.d.)  21.2(10.1)  28.4 (17.0) 22.19 (19.54) 27.1(19.9) 37.4(15.5) 16.17 (11.8) 25. 67 (17.6)
Sessions held in 1:1 format, n (%) 338 (100) 245 (98.0) 532 (100.0) 186 (88.2) 0(0) 129 (100.0) 1430 (100.0)
Sessions held in group format, n (%) - 5.0 - 25 (11.8) 99 (100) - 129 (8.3)
Received at least three sessions, n (%) 31 (86.1) 37 (77.1) 61 (83.4) 41 (73.2) 42 (79.2) 43 (93.5) 255 (82.8)
Received at least one session, n (%) 33 (91.7) 47 (97.9) 64 (92.8) 45 (80.4) 44 (83.0) 43 (93.5) 276 (89.6)
Dropped out from intervention, n (%) 3(8.3) 1(2.1) 5(7.2) 11 (19.6) 9 (17.0) 3 (6.5 2 (10.4)

Data collection followed standardised procedures across all
study sites, with research workers being continuously trained and
data quality monitored. Data checks, including review of the data
for completeness, logic and consistency, were extensive. We
exceeded recruitment targets, delivered the intervention with few
protocol violations and obtained outcome data from nearly all
participants, despite the challenges of the COVID-19 pandemic.
Finally, effects were stable when site was included as an
independent variable in the outcome analysis to control for
heterogeneity across study sites with respect to participant
characteristics and the amount of intervention received. Thus,
the pragmatic aspects of our study increased its real-world
relevance and meant that the variability in number of sessions
was a strength reflecting different resource levels.

This trial also had several limitations. First, we were greatly
affected by the COVID-19 pandemic, which required several
contingency measures, including deviations from the originally
planned timelines. Second, there was heterogeneity not only in
terms of the characteristics of participants across sites but also in
various aspects of implementation, including the format of delivery
(individual or group peer support, or a combination of both).
Although this heterogeneity might again be seen as a strength in
terms of the trial’s relevance to real-world conditions in a diverse
and often unpredictable global context, it also makes it difficult to
replicate our results. Third, there were some protocol violations in
the delivery of the intervention which could have diluted the
observed effects. Fourth, blinding was limited to researchers
carrying out data checks and data analysis. Owing to the nature of
the intervention, only researchers analysing data could be blinded;
research workers collecting data and UPSIDES PSWs could not be
masked to allocation status. Fifth, in the absence of a control
intervention, non-specific factors could have influenced the results
in favour of the intervention arm. Finally, a clinician-based tool was
used for health and social functioning; it is probable that other
measures could better capture the perspective of the patient.

Outlook

By addressing the holistic and diverse needs of people with severe
mental health conditions, peer support interventions such as
UPSIDES go beyond the World Health Organization’s mhGAP
recommendations,*® towards realising recovery-oriented, person-
centred, empowering and rights-based mental healthcare.’!
Although we showed that UPSIDES peer support is feasible and
effective internationally at very different sites, challenges to
implementation varied widely. In line with multi-country
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evaluations of complex interventions,”? there needs to be
differentiation between core principles of peer support and variable
specific implementation practices, e. g. one-to-one versus group
delivery. As a global mental health trial with a focus both on
evaluation and capacity-building, our study was perhaps more
amenable to context-specific modification than single-site studies
in HICs with a primary focus on evaluation. This balance of
evaluation and capacity-building may provide future pathways to
further scale up (adapting to different settings) and scale out
(reaching out to other target groups, e.g. younger people® and older
adults®) UPSIDES peer support by selectively prioritising
intervention elements on the basis of contextual factors and target
populations.

Our next planned analyses include a process evaluation
focusing on mediators and moderators of effect, with a special
focus on site-specific differences and fidelity;> a cost-effectiveness
analysis; and investigation of effect duration using 4- and 12-month
data. We also plan to investigate the impact on PSWs, with a focus
on the mechanisms involved in their provision of peer support,
such as the impact of repeated self-disclosure on PSWs in high-
stigma sites. Although our findings indicate promising effects, more
trials are needed in LMICs to advance global mental health insights.
Implementation science studies, e.g. hybrid implementation—
effectiveness research designs, may be more appropriate to better
understand how differences in implementation affect outcomes,
while advancing the science of peer support. Another important
direction will be to evaluate peer support in humanitarian contexts,
as we found an effect even in the context of significant disruption by
the COVID-19 pandemic.

Our trial provides evidence that peer support can serve as an
effective component of recovery-oriented mental healthcare in
diverse settings. Ultimately, UPSIDES will inform mental health
policy, implementation and practice, ensuring that the perspectives
and unique contributions of people with lived experience are
considered in moving mental health systems towards a recovery-
and rights-based orientation.
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15.2 (8.6) 13.1(9.1) 11.3(9.1)

Control
In the intention-to-treat analysis, the number of observations ranged from 1651 (HOPE scale) to 1661 (SIS social isolation), for 613 (Empowerment Scale), 614 (SIS and its subscales) or 615 (all other measures) participants.

In the per-protocol analysis, the number of observations ranged from 1561 (HOPE scale) to 1571 (SIS social isolation) for 563 (Empowerment Scale), 564 (SIS and its subscales) or 565 (all other measures) participants.

(Health of the Nations Outcome Scales)
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