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Background

Depression treatments are typically less effective for young
people than for adults. However, treatments rarely target lone-
liness, which is a key risk factor in the onset, maintenance and
development of depression.

Aims

This study evaluated the efficacy of a novel loneliness interven-
tion, Groups 4 Health (G4H), relative to the best-practice treat-
ment of cognitive-behavioural therapy (CBT) in reducing
loneliness and depression over a 12-month period (Australian
New Zealand Clinical Trial Registry: ACTRN12618000440224).

Method

The study was a phase 3 randomised non-inferiority trial
comparing G4H with dose-controlled group CBT. Participants
were 174 people aged 15-25 years experiencing loneliness and
clinically significant symptoms of depression, who were not in
receipt of adjunct treatment. Participants were recruited from
mental health services in Southeast Queensland, Australia.
Randomisation was conducted using computer software.
Follow-up assessments and statistical analyses were masked to
allocation. Both interventions consisted of five 75 min group-
based psychotherapy sessions. The primary outcomes were
depression and loneliness, with a non-inferiority margin of 2.20
for depression.

Results

The trial enrolled 174 participants between 24 April 2018 and
25 May 2019, with 84 in the G4H condition and 90 in the CBT
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condition. All randomised participants were included in the
intention-to-treat analyses (n = 174). The pre-post effect sizes for
depression were dgay =—0.71 and degr = —0.91. For loneliness,
they were dgapy = —1.07 and dcgr = —0.89. At 12-month follow-up,
the absolute difference between groups on depression was
1.176 (95% Cl —1.94 t0 4.29) and on loneliness it was —0.679 (95%
Cl —1.43 t0 0.07). No adverse effects were observed.

Conclusions

G4H was non-inferior to CBT for depression and showed a slight
advantage over CBT for loneliness that emerged after treatment
completion.
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Depression is the leading global cause of disability among young
people aged 15-25 years." A recent population study of over
600000 US residents found that depression prevalence was not
only greatest among those aged 12-25 years, but had also risen
over the past 10 years in this group.” Ineffective management of
depression can set up a young person for a lifetime of recurrent
episodes and associated functional impairments, including aca-
demic underperformance and failure to attain adult milestones
(e.g. career progression, independent living).’

Existing treatments for depression in young people are effective,
but have a number of drawbacks. First, psychopharmacological
options that constitute front-line depression treatment among
adults have lower efficacy and adherence among young people.*
Studies have suggested that young people and their parents prefer
non-drug treatments for depression.” Unfortunately, psychothera-
peutic treatment efficacy is more modest in young people than in
adults. One meta-analysis found that effect sizes of cognitive-
behavioural therapy (CBT) for depression were 30% smaller for
children and/or adolescents than for adults.® Another meta-analysis
included samples with a mean age of less than 18 years and found
that CBT for depression was effective in this population but had a
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smaller effect size (g=0.35) than in adults and was no better than
other forms of psychotherapy.”

Loneliness as a target of treatment

There is a need for innovation in depression treatment, particularly
among young people, with an emphasis on strategies that not only
improve symptoms, but also reduce the risk of relapse. In seeking to
address this need, a growing evidence base has pointed to the role of
social and contextual factors in the development and maintenance
of depression. In particular, loneliness has been identified as a par-
ticularly strong and robust risk factor in the onset, maintenance and
relapse of depression.® Loneliness is related to other constructs, such
as social isolation, but distinctly captures the subjective absence of
meaningful connections to others. Loneliness has probable causal
links to mental illness and causes significant distress and impair-
ment in its own right. Although most research evaluating loneliness
interventions has been conducted with older people,” loneliness is
more common among young people.'’

Previous trials of interventions targeting loneliness and its
downstream mental health consequences have had mixed success,
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with a 2011 meta-analysis of loneliness interventions describing
their benefit as ‘modest’.” This meta-analysis included 50 studies,
and among the 20 randomised trials the average effect size was
small (d=—0.19). Another review found that loneliness interven-
tions conducted in group contexts tended to be more effective.'"

In the years since these reviews, Groups 4 Health (G4H) has
emerged as a promising intervention for loneliness, with concomi-
tant benefits for depression and general well-being.'>'*> G4H is a
manualised group therapy programme founded on the social iden-
tity theoretical framework. It seeks to increase group-based belong-
ing using a combination of educational, psychotherapeutic and
behavioural strategies. In a phase 2 randomised controlled trial
(RCT) published in 2019 with 120 participants reporting loneliness
and mental illness, G4H outperformed treatment as usual in redu-
cing loneliness (d =—1.04) at 4-month follow-up and performed
comparably to treatment as usual in reducing depression (d=
—0.63)."> Two relevant meta-analyses were also published in 2019.
The first found a negative association (r,=—0.15) between social
identity and depression in 76 (mostly correlational) studies."* The
second evaluated the efficacy of interventions that build social iden-
tity, including G4H."> Among the 27 studies identified, 8 included
depression as an outcome variable, with an average effect size of
g=-0.58. This emerging evidence base suggests that social iden-
tity-based interventions, and G4H in particular, show promise in
reducing loneliness and depression.

What is not known, however, is how these beneficial effects of
G4H on depression compare with best-practice evidence-based
treatment for young people: CBT. For G4H to be widely implemen-
ted in practice, it needs not only to perform strongly on loneliness
relative to treatment as usual, but also to show benefits for depres-
sion that are not inferior to gold standard treatment. It is also crucial
that the relative benefits of these interventions are assessed over
both the short and longer term, because depression tends to
follow a relapsing-remitting pattern.

The current study

The overarching aim of this study was to compare G4H with CBT
on primary outcomes of loneliness and depression across a 1-year
follow-up period. We conducted a phase 3 RCT in which young
people were recruited from mental health services and assigned to
receive either G4H or a dose-controlled manualised format of
group-based CBT. Our hypotheses were as follows.

(a) Hypothesis 1: at programme completion G4H would be super-
ior to CBT in reducing loneliness. This hypothesis would be
considered supported if there were evidence of significant
improvements in loneliness in the G4H condition (hypothesis
1(a)) and a significant condition x time interaction, such that
improvements in loneliness over time were greater for the
G4H condition than for the CBT condition (hypothesis 1(b)).

(b) Hypothesis 2: at programme completion, G4H would be as
effective as CBT in reducing symptoms of depression (i.e., be
non-inferior). This hypothesis would be considered supported
if there were evidence of significant improvements in depres-
sion in both conditions, with a non-significant condition x
time interaction. The non-inferiority margin was a depression
change score difference of 2.20 on the 21-item Depression
Anxiety Stress Scales (DASS-21) (see pro‘(ocol16 for details of
calculation).

(c) Hypothesis 3: the benefits of G4H for loneliness and depression
would be sustained at 12-month follow-up. This hypothesis
would be considered supported if there were no significant
increase in depression and loneliness scores between 6-month
and 12-month follow-up in the G4H condition.
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Method

Study design

The study was a randomised phase 3 non-inferiority trial with
12-month follow-up. The trial profile is provided in Fig. 1. SPIRIT
and CONSORT guidelines were followed. The trial was conducted
at two mental health services in South-East Queensland, Australia:
a community-based youth mental health service (headspace) and a
university-based psychology clinic (University of Queensland
clinic). A total of 26 therapy groups were completed (13 of each
type). The trial recruited 15- to 25-year-olds because this corre-
sponds to the population mean age of depression onset and peak
prevalence.’

Written informed consent was obtained from all participants.
For young people aged under 16 who wished to participate, parental
consent was also sought in accordance with the organisational policy
of the healthcare services where the group therapy was taking place.
The authors assert that all procedures complied with the ethical
standards of the relevant national and institutional committees on
human experimentation and with the Helsinki Declaration of
1975, as revised in 2008. All procedures were approved by the
Brisbane Metro South Human Research Ethics Committee
(HREC/18/QPAH/54), ratified by the University of Queensland
Human Research Ethics Committee (#2018000420), and were pro-
spectively registered on the Australian New Zealand Clinical Trial
Registry (ACTRN12618000440224) on 27 March 2018. The pub-
lished study protocol is available.'®

Participants

Participants were 174 young people seeking mental healthcare.
Table 1 shows baseline characteristics of the sample. The sample
ranged in age from 15 to 25 years, with an average of 18.94 years
(s.d. =1.96); 131 participants were female (75%) and 43 were male
(25%).

Individuals were invited to participate in the trial if they were
subjectively experiencing low mood and loneliness. Inclusion
criteria were: (a) aged 15-25 years and (b) English speaking, at a
sufficient level to understand and engage with group discussions,
with the presence of at least one of the following: (c) depressive
symptoms of at least mild clinical impairment on the 9-item
Patient Health Questionnaire (PHQ-9 score >5)' or (c) a mental
health condition diagnosed by a health professional (e.g. major
depressive disorder) or (d) elevated loneliness on the 20-item
UCLA Loneliness Scale (UCLA-20 score >40, approximately 1 s.d.
above the mean for 16—year-olds18).

Exclusion criteria were: (a) receiving other concurrent evidence-
based treatment for depression (psychopharmacological or psycho-
logical), (b) severe suicide ideation, (c) severe psychological symptoms
that would interfere with ability to participate (e.g. psychotic episode,
substance dependence/intoxication) and (d) severe neurological con-
dition or intellectual impairment that would limit capacity to engage
with the intervention. Participants were monitored by group facilita-
tors for changes that might affect their eligibility (e.g. commencing
adjunct treatment, suicidality).

Recruitment used a variety of strategies. Staff at each service
were provided with referral information and directed individuals
to the trial, particularly where they would otherwise be placed on
a treatment waiting list. Postcards and posters were displayed at
each service and also used to advertise the trial within the commu-
nity and on university campuses to increase the representativeness
of the sample from the intended population, rather than just those
presenting to healthcare services.”
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Fig. 1 Trial profile. All 174 randomised participants were invited to participate in the follow-up assessments, and so 17 of the 22 participants

who discontinued have outcome data available for inclusion in the intention-to-treat analysis.

To improve retention and data quality, participants were offered
incentives for completing assessments at programme completion
(Au$15 voucher), 6 months (Au$50) and 12 months (Au$50).
Those who were enrolled in undergraduate psychology at the uni-
versity where the trial was taking place were offered course credit.

Randomisation and masking

To reduce expectation effects, the non-inferiority focus of the trial
was emphasised to participants (e.g. ‘We are investigating whether
both treatments are equally effective’). After providing informed
consent, participants were assigned to a numbered therapy group.
Once a minimum number of participants had been recruited to
commence a group (five people), the group (and all participants
in it) was randomly allocated to G4H or CBT. Randomisation was
conducted via a computer-generated random number in a 1:1 ratio.

Trial managers conducted group assignment and were not
masked. Participants were masked to allocation until after they
had confirmed their attendance. All other researchers were
masked to allocation. Assessment at follow-up time points was
conducted via an online questionnaire which was identical for all
participants, to reduce experimenter bias. Invitations to complete
the assessments were identical across conditions and were sent via
email and SMS. Statistical analysis was conducted by the lead
author without knowledge of allocation (i.e., the meaning of the
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condition codes (1 for G4H; 2 for CBT) was only provided after
hypothesis testing was complete). All authors had access to the
data and project files via a shared university drive. To ensure that
masking was maintained, the non-masked trial database was
password protected with access only possible for trial managers.

Procedures

Group facilitators were provisional psychologists completing a
professional psychology graduate programme. In addition to their
standard training in supportive counselling, risk assessment, and
group therapy, all facilitators were provided with focused training
to run the manualised programme that they were delivering (G4H
or CBT), and 1 h/week supervision by a clinical psychologist with
expertise in G4H or CBT. Adherence to the manualised programme
was maintained via direct observation, weekly supervision, recorded
focus groups with participants and facilitators after programme
completion, and a validated anonymous questionnaire completed
by facilitators after each session.'*"?

Groups 4 Health

Groups 4 Health' is a psychotherapeutic programme that seeks to
reduce loneliness by building group-based belonging. It is delivered
in groups of five to eight people and comprises five sessions of approxi-
mately 75 mins each. Session content is informed by social identity
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Table 1

Groups 4 Health (N = 84) Cognitive-behavioural therapy (n = 90)
Gender, n (%)
Female 59 (70.2) 72 (80.0)
Male 25(29.8) 18 (20.0)
Age, years: mean (s.d.) 18.86 (2.06) 19.02 (1.87)
Education, n (%)

Year 10 or less 7 8.3 222

Year 12 63 (75.0) 69 (76.7)

Certificate or diploma 9(10.7) 8 (8.9

Bachelor degree 5(6.0) 10 (11.1)

Graduate degree 101.1)

Nationality, n (%)

Australian 55 (65.5) 48 (53.3)

Chinese 15(17.9) 22 (24.4)

Other 14.(16.7) 20 (22.2)

Ethnicity, n (%)

White 44 (52.4) 35(38.9)

Asian 33(39.3) 50 (55.6)

Indigenous® 3(3.6) 3(3.3)

Black 2(2.4) 1(1.1)

Middle Eastern 1(1.2) 1(1.1)

Not disclosed 1(1.2)

Inclusion criteria, n (%)

Formal mental health diagnosis® 23 (31.1) 25 (30.5)
Mood disorder 17 (77.3) 19 (79.2)
Anxiety disorder 16 (72.7) 15 (60.0)
Other 6(27.3) 3(12.5)
None 51(68.9) 57 (69.5)

Depression score (PHQ-9)

Mean (s.d.) 14.01 (5.21) 14.08 (5.14)
>5 (mild clinical range), % 98.8 100
>10 (moderate clinical range), % 83.3 78.9
>15 (severe clinical range), % 44 422
Loneliness (UCLA-20)
Mean (s.d.) 51.95 (9.94) 53.60 (9.90)
>33 (population mean'®), % 97.6 98.9
>42 (population mean + 1 s.d.), % 84.5 87.8
>51 (population mean +2 s.d.), % 50 57.8
Primary outcomes
Depression score (DASS-21), mean (s.d.) 19.76 (8.54) 20.80 (9.52)
Loneliness (UCLA-4), mean (s.d.) 10.68 (2.07) 11.07 (2.21)
PHQ-9, 9-item Patient Health Questionnaire; UCLA-4, 4-item UCLA Loneliness Scale; DASS-21, 7-item depression subscale of the 21-item Depression Anxiety Stress Scales.
a. T-tests (for continuous variables) and chi-square tests (for categorical variables) indicated no baseline differences between conditions were statistically significant (Ps > 0.135).
b. This category included people identifying as Aboriginal Australian, Torres Strait Islander and/or Maori.
. People were prompted to skip this question if they did not wish to disclose, and more than 10% of the sample did so. Percentages provided here are a proportion of those who responded
to this question, which likely underestimate the true proportion of participants with a formal diagnosis.

Groups 4 Health versus CBT for depression and loneliness

Baseline characteristics of the intention-to-treat population of 15- to 25-year-olds?

theorising. Participants first learn about the importance of social con-
nectedness and group-based belonging for health (session 1). They are
then guided to develop a visual ‘social identity map’ to gauge current
group belonging (session 2), before developing goals and plans for
engaging with existing groups (session 3) and for joining new
groups (session 4). These are delivered weekly, before participants
meet 1 month later to review their progress and goals (session 5).

Cognitive-behavioural therapy

The comparison condition was dose-controlled manualised group-
based CBT for depression: the Blues Program.'® Minor manual adap-
tations were made to match the timing and amount of face-to-face
contact to that provided in G4H: the 6x 60 min format was
adapted to a 5x75min format. A meta-analysis found that the
Blues Program was at least as effective as CBT of longer duration,
and better in reducing depression symptoms among high-risk
young people than several active comparator interventions.*’

Follow-ups

Assessments were completed at eight time points: baseline (Tp),
after each of the five intervention sessions (weekly for 4

https://doi.org/10.1192/bjp.2021.128 Published online by Cambridge University Press

weeks; T,-T,) and then 1 month later at programme completion
(Ts) then at 6 months (Ts) and 12 months (7). All randomised par-
ticipants were invited to complete assessments at all time points,
including those who discontinued (see below).

Outcomes
Primary outcomes

The primary outcomes were depression symptom severity, measured
using the 7-item depression subscale of the 21-item Depression
Anxiety Stress Scales (DASS-21),%! and loneliness, measured using
the 4-item UCLA Loneliness Scale (UCLA-4).*

Secondary outcomes

Additional outcome and process variables were measured at only
four time points (Ty, Ts, Ts and T7). Secondary outcomes were
social anxiety, general practitioner visits, well-being, life satisfaction,
self-esteem and subjective physical health. Process measures were
multiple group membership, group compatibility, social identifica-
tion as a person with a mental illness, group cohesion, therapy group
identification and service identification. Full details of these
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Fig. 2 Change in loneliness over time. UCLA-4, 4-item UCLA Loneliness Scale; G4H, Groups 4 Health; CBT, cognitive-behavioural therapy.

1 16
measures are provided in the protocol;"” analyses are not reported
here owing to space constraints.

Assessment of safety and adverse events

Facilitators monitored participant well-being in session and via
assessment data. The protocol allowed facilitators to provide brief
ad hoc supportive counselling as needed without compromising par-
ticipant eligibility. Facilitators reported all concerns about partici-
pants to their supervisor for case management. Any severe decline

in mental health would render participants ineligible for the trial,
leading to referral for more intensive mental health treatment, and
be recorded as an adverse event. No adverse events were recorded.

Statistical analysis

Full justification of our approach to analysis is provided in the proto-
col."® Two mixed-model repeated-measures (MMRM) models were
used to test hypotheses: one to predict loneliness (Fig. 2) and one to
predict depression (Fig. 3). Each model had a nested structure which
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Fig. 3 Change in depression symptom severity over time. DASS-21, 7-item depression subscale of the 21-item Depression Anxiety Stress

Scales; G4H, Groups 4 Health; CBT, cognitive-behavioural therapy.
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included fixed effects for time point (level 1), condition, and their
interaction, random intercepts for participant (level 2) and random
intercepts for therapy group (level 3).

Follow-up planned contrasts using estimated marginal means
were calculated as appropriate, with correction for multiple com-
parisons using the multivariate t-distribution. Analyses were con-
ducted in R (v.3.4.0) on macOS, supported by packages Ime4 and
emmeans.

Time point was treated as a categorical variable, with patterns of
interaction assessed not only for linear but also for non-linear
patterns (up to the 6th degree). This was because the time between
follow-ups in the experimental design was non-linear and the
duration of treatment was To—Ts only. The analyses were therefore
sensitive to non-linear symptom change (e.g. if a treatment led to
large initial improvements and symptoms subsequently stabilised).

Missing data were managed using full information likelihood
maximisation, which is readily implemented in MMRM to
honour the intention-to-treat principle.”> This approach utilises
all available data for all participants. Overall, retention was high
throughout the trial. Among the full (intention-to-treat) sample,
the median and modal number of time points completed in both
groups was eight (i.e,, complete data). Similarly, the median and
modal number of therapy sessions attended was five (ie., full
attendance) in both groups. In total, 173 participants had at least
two time points of data, and 169 participants completed at least
one of the three follow-up time points (Ts, Ts and T;). Time
point Ts had the lowest sample size, with 155 respondents. An a
priori power analysis estimated that 67 people per condition
would be needed to have 0.80 power to detect the hypothesised
effect with an alpha level of 0.05. All time points met this criterion.

Per-protocol analyses were also conducted. These excluded par-
ticipants who did not meet eligibility criteria throughout the trial
period, were not randomly assigned, did not complete the interven-
tion according to the protocol or who were missing data at either
baseline (Ty) or follow-up (Ts, T and T). This led to the exclusion
of 22 participants who did not attend at least three of the five ses-
sions (n=17), who commenced adjunct treatment (n=3) or did
not complete any of the follow-up time points (1 =2). The likeli-
hood of discontinuation did not differ between the G4H and CBT
groups (x*(1) =2.38, P=0.123).

Results

Hypothesis testing

Full details of analyses are provided in the supplementary Appendix
available at https://doi.org/10.1192/bjp.2021.128.

Hypothesis 1(a) predicted significant improvement in loneli-
ness in the G4H condition. Contrasts were specified to evaluate
this within the G4H condition from baseline to programme comple-
tion (#(1086) = —7.96, P < 0.0001, d = —0.91), to 6-month follow-up
(t(1085) = —7.85, P < 0.0001, d = —0.89) and to 12-month follow-up
((1084) = —9.12, P < 0.0001, d = —1.07). Each of these analyses was
significant, supporting hypothesis 1(a).

Hypothesis 1(b) predicted that improvements in loneliness would
be greater in the G4H condition than in the CBT condition. To assess
this, the interaction term between time and condition was examined.
Although the linear interaction was not significant (#(1083) = 0.51,
P=0.613), the quadratic interaction was significant (#(1090) = 2.12,
P =0.034), thus supporting hypothesis 1(b). This indicated a non-
linear trajectory of recovery that differed between the two groups.
Underpinning this significant interaction, simple comparisons indi-
cated that although loneliness decreased steeply between T, and T,
in both the CBT and G4H conditions (t{cgr(1077) = 6.61, P < 0.001;
tG41(1085)=4.02, P =0.002), loneliness then stabilised in the CBT
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condition between T, and T,, but continued to improve in the
G4H condition (fcpr(1078) =194, P=0.524; t4(1086) = 4.86,
P <0.001). The absolute difference between groups in loneliness at
T; was —0.679 (95% CI —1.43 to 0.07), #(67.4) =—1.81, P=0.075.
There are no formal guidelines for clinically meaningful change on
the UCLA-4. However, previous research has treated a change of
2 points on the UCLA-20 (3.3%) as clinically significant and this
would correspond to a change of 0.4 points on the UCLA-4. By
this benchmark, the difference of 0.68 between G4H and CBT
groups (0.69 in the per-protocol analysis) at T; would be considered
clinically meaningful.

Hypothesis 2 predicted that G4H would be non-inferior to CBT
in improving depression symptom severity, conceptualized as a
change score difference that was both non-significant and less
than 2.20 at all follow-up time points. Supporting hypothesis 2, all
seven planned contrasts between T, and each other time point
were non-significant (Ps > 0.143), and at no time point did the dif-
ference exceed 2.2 (the largest was 2.12 for the T versus T compari-
son). The absolute difference between groups in depression at the
12-month follow-up was 1.176 (95% CI —1.94 to 4.29), 1(61.7) =
1.18, P=0.453.

Hypothesis 3 predicted that the benefits of G4H for loneliness
and depression would be sustained over time. Supporting hypoth-
esis 3, planned contrasts indicated no significant change in loneli-
ness between programme completion and 6-month follow-up
(#(1080) = —0.17, P> 0.999) or between 6- and 12-month follow-up
(t(1079) = —1.24, P=0.912). Similarly, for depression, there was no
significant change in the G4H condition between programme
completion and 6-month follow-up (#(1085) =0.34, P>0.999) and
limited evidence of change between 6- and 12-month follow-up
(£(1079) = —2.84, P = 0.087).

Per-protocol analyses

All hypothesis testing was repeated using only the subsample (1 =
152) who completed the programme in accordance with the trial
protocol. All of the findings were replicated and each hypothesis
supported (see full details in the supplementary Appendix).

Discussion

This non-inferiority RCT compared Groups 4 Health (G4H) with
dose-controlled group cognitive-behavioural therapy (CBT) across
a 12-month follow-up. Loneliness improved significantly in both
conditions, with G4H showing a slight advantage at 12-month
follow-up. Depression improved comparably in both conditions.
The reason for the different patterns in loneliness and depression
outcomes in the two groups is not clear. However, on theoretical
grounds, this could tentatively be attributed to the explicit focus on
social group connection in G4H (but not in CBT) and on depression
in CBT (but not in G4H).

Meta-analytic evidence shows that depression treatments are typ-
ically less effective for young people than for adults.*® However, few
extant treatments target loneliness, which is a key risk factor in the
onset, maintenance and development of depression.® Interventions
that do target loneliness have limited efficacy and focus almost exclu-
sively on older people.” Promising interventions that address this
lacuna focus on building group-based belonging in accordance with
a social identity theoretical framework.'? Indeed, recent meta-analysis
showed that social identity-based interventions of this form had effect
sizes for depression that rivalled those of established treatments.'

Extending this line of research, the present phase 3 trial is the first
to evaluate a social identity intervention against another evidence-
based treatment for loneliness and depression. This represented a
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conservative test of G4H, given that its efficacy has been attributed, at
least in part, to the group-based nature of the intervention (which the
CBT condition also had) and that it targets depression symptoms
only indirectly (while the CBT condition targeted these symptoms
directly). This trial found that both G4H (d=-0.71) and CBT
(d=—-0.91) were effective in reducing depression symptoms. At no
time point were there significant differences between conditions
for depression, and all numeric differences were smaller than the
non-inferiority margin of 2.20. The effect sizes, particularly for
CBT, were greater than the average reported in previous
meta-analyses.”” This may be partly attributable to the controlled
setting of the trial, including the manualised nature of the treatments,
monitoring of facilitator adherence and the group delivery format
(as explained further below).

The trial yielded several other novel findings. First, previous
treatment efforts for loneliness have had mixed success.” This is the
strongest evidence to date for the benefit of G4H, with effect sizes
much greater than the average of current interventions (d=—1.07
versus —0.19). The effect size of G4H for loneliness in the present
trial was almost identical to that found in the phase 2 trial,2!
further increasing our confidence in its efficacy. Furthermore, few
loneliness intervention studies provide evidence of sustained
benefit over time. Here, we found evidence that benefits for loneliness
were sustained a year later. This is consistent with both our predic-
tions and with a key goal of G4H, which is to develop skills to
build and maintain group-based belonging, including during life
transitions and times of stress.'> This is particularly pertinent in
the context of the COVID-19 pandemic, which has raised the
profile of loneliness, not only in terms of its prevalence and its
effects on mental health, but also the limited evidence base on
which we can intervene to address it.**

Second, this trial provides the first evidence of the efficacy
of depression-focused CBT in reducing loneliness (d=—0.89).
Although these benefits for loneliness were not as large or sustained
as those with G4H, they were larger than average effect sizes for
other loneliness-focused interventions. Importantly, though, this
trial utilised a group-based format of CBT. Therefore, these benefits
may be attributable to the group environment as much as to the
content of the intervention itself. Indeed, previous studies have indi-
cated that loneliness interventions are most effective when delivered
in a group format.'' Furthermore, CBT is more effective for depres-
sion when people feel a sense of belonging with their therapy
group.”® These results thus speak to the value of group-based
delivery of psychotherapy, not only to the value of CBT.

Strengths and limitations

This trial had many strengths: (a) it had a well-powered design and
high rate of retention, (b) it included an active dose-controlled com-
parison group, (c) it recruited from real-world health services across
public and private sectors and (d) it assessed outcomes over a long
follow-up period against reliable and valid measures. However, like
all studies, it also had limitations. In particular, it was not possible to
mask participants or facilitators to their assignment once the groups
had commenced. To reduce demand characteristics related to this,
the non-inferiority focus of the trial was emphasised at all times.

Future research

Having established the efficacy of G4H, future research needs also to
evaluate its effectiveness, particularly when delivered by health pro-
fessionals with minimal researcher oversight. It will also be import-
ant to establish its scalability in large implementation trials and
adaptability for remote delivery. Acceptability and feasibility of
the intervention in a wide variety of healthcare contexts is yet to
be established. Although attrition from this trial did not differ
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significantly between groups, further investigation of the rate and
reasons for treatment drop-out in G4H is warranted. The group-
based delivery format of G4H, and its suitability for delivery by trai-
nees, mean that the intervention is likely to be a cost-effective alter-
native to treatment as usual. However, this too will be important to
establish quantitatively in a formal cost-effectiveness evaluation.

Clinical implications

This study has implications for clinical practice, patient care and
policy. Its findings suggest that a clinical focus on loneliness is war-
ranted in treatment of depressed young people. Importantly, this also
aligns with the lived experience of young people, who often identify a
social trigger for the onset of their first depressive episode and typic-
ally prefer an active, skills-based approach to treatment.” However, as
the evidence presented here illustrates, loneliness-oriented interven-
tions are likely to be most effective when they draw on the established
science of social relationships embodied by the social identity frame-
work. Indeed, this framework holds promise for the improvement of
clinical interventions more broadly — an opportunity that is yet to be
fully realised. Crucially, the two interventions compared here both
achieved large effect sizes for depression and loneliness despite
both being brief, group-based and manualised; this makes them
more resource-efficient than treatment as usual. Depression typically
has a remitting-recurring course and causes substantial impairment
in functioning for young people. The efficacy of group-based G4H
and CBT suggests that policymakers should prioritise efforts to
make them accessible for young people.
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