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ABSTRACT ARTICLE HISTORY
Few studies have examined brief transdiagnostic groups. The Take Received 29 March 2022
Control Course (TCC) was developed for patients with mild to Accepted 28 October 2022
moderate common mental health problems. We examined whether KEYWORDS

TCC is non-inferior to individual low-intensity cognitive behaviour Transdiagnostic; group
therapy (CBT) in a single-blind individually randomised parallel non- therapy; brief CBT; primary
inferiority trial. The primary outcomes were depression (PHQ9) and care; anxiety; depression
anxiety (GAD7) at 6-month follow-up (primary outcome point) and

12-month follow-up. The non-inferiority margin that we set, based

on previous trials, corresponds to approximately 3 points on the

PHQ9 and approximately 2.5 points on the GAD7. Intention-to-treat

(ITT) and per-protocol (PP) analyses of 6-month data of 156 rando-

mised patients indicated that TCC was non-inferior to individual

low-intensity CBT on anxiety (ITT Coefficient = 0.24; 95% Cl: —1.45 to

1.92; d=0.04; p=.79), and depression (ITT Coefficient =0.82; 95%

Cl: —1.06 to 2.69; d=0.14; p=.39) outcomes, and functioning (ITT

Coefficient = 0.69; 95% Cl: —2.56 to 3.94; d = 0.08; p =.68). The find-

ings at 12 months were inconclusive and require further testing.

This randomised trial provides preliminary support that TCC is not

less effective than short-term individual CBT within Improving

Access to Psychological Therapies (IAPT) services.

Globally, anxiety disorders have remained the most common problems for the last three
decades, at around 3-4% of the world population as assessed in 2019 (Yang et al., 2021),
with a similar prevalence found for depression (Liu et al., 2020). These common mental
health problems entail a huge burden in terms of days lost to illness (Yang et al., 2021),
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and they are mostly treated in primary care settings (Aillon et al.,, 2014). Due to the
prevalence of these problems, psychological therapies are required that can meet such
demand. One response to this has been to offer varied intervention modalities, and
different lengths of treatment (Bennett-Levy et al., 2010). Such approaches have been
used within Improving Access Psychological Therapy (IAPT) services in the UK as part
of a stepped care model whereby the “least restrictive” treatment option is offered while
still providing a treatment that is likely to lead to significant health benefit (Bower &
Gilbody, 2005). Individual brief CBT, consisting of six one-to-one 30-min sessions, is the
most commonly delivered treatment within low-intensity IAPT services (Glover et al.,
2010).

Two meta-analyses found that brief CBT was more effective than control conditions
for patients with anxiety and depression (Cape et al., 2010; Nieuwsma et al., 2012).
Furthermore, a large meta-analytic review of reviews found no difference in effectiveness
between using high- and low-intensity CBT (Fordham et al., 2021). They clarify that this
does not mean that: “low-intensity is equally effective as high-intensity CBT, only that,
where it has been deemed appropriate to use and has been empirically tested, low-
intensity CBT has been effective” (p.28, Fordham et al., 2021). Yet the limitations of low-
intensity interventions are also clear, with one study of over 400 patients with anxiety and
depression finding that over half of them had relapsed after one year (Ali et al., 2017).
Given the initial effectiveness of individual brief CBT for patients with common mental
health problems, it seems plausible that brief group-based interventions could be effective
and provide a cost-effective alternative to individual brief CBT. A review of whether
group or individual CBT was more cost-effective found that overall groups were more
cost-effective (Tucker & Oei, 2007). However, an updated review in this area would be
helpful, as the authors concluded that the evidence in favour of groups was stronger for
depression than anxiety disorders.

Convergent evidence from genetic, neurophysiological, and cognitive behavioural
research suggests that current diagnostic categories do not precisely specify the factors
that cause and maintain psychopathology (Buckholtz & Meyer-Lindenberg, 2012; Morris
& Cuthbert, 2012). This has resulted in an increased drive for understanding psycho-
pathology based on mechanistic empirical data (e.g. the Research Domain Criteria
project) (Cuthbert & Insel, 2013). Brief transdiagnostic groups potentially combine the
service delivery advantages of brief interventions and of a transdiagnostic approach.
Transdiagnostic interventions target cognitive and behavioural maintenance processes
that are common across disorders, such as repetitive thinking and behavioural avoidance
(Mansell et al., 2009). Therefore, transdiagnostic interventions can address multiple and
co-morbid problems within one intervention (Andersson et al., 2013).

Previous research into transdiagnostic CBT groups has mainly focussed on specific
populations, such as clients with anxiety disorders (Newby et al., 2015; Norton & Philipp,
2008; Reinholt & Krogh, 2014). Although there are protocols aimed at a range of anxiety
and mood disorders, these have been primarily developed and evaluated in an individual
format (Barlow et al., 2017; Ellard et al., 2010). Two of the best-established transdiagnos-
tic approaches that have been evaluated in a group format are group CBT for anxiety
disorders (Norton & Hope, 2008) and the Unified Protocol (Bullis et al., 2015; Laposa
et al.,, 2017; Osma et al., 2022; Reinholt et al., 2022). Both interventions demonstrate
differences from the Take Control Course (TCC), such as using techniques that challenge
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distorted thinking. The Unified Protocol has a greater emphasis on the adaptive function
of emotions than the transdiagnostic group CBT and is designed to target anxiety and
mood disorders (Norton & Hope, 2008; Wilamowska et al., 2010). Both are substantially
longer than the TCC (i.e. twelve 2-h sessions, almost four times the length of the TCC).

Despite the evidence suggesting that brief interventions in primary care are effective,
transdiagnostic groups tend to be delivered using a time-intensive format (e.g. 10-12
2-h sessions); at a minimum of eight 2-h sessions (for a meta-analysis, see Newby et al.,
2015). In contrast, the TCC is six sessions, with an average session length of an hour.
Because it is briefer than established transdiagnostic groups and can be provided by
psychological well-being practitioners without training in high-intensity therapies and as
a first treatment intervention, it can be considered a low-intensity intervention (Shafran
et al., 2021). The TCC targets transdiagnostic processes, but it focuses on clients with
mild-to-moderate depression and anxiety because these are the clients that have parti-
cularly been found to benefit from brief interventions.

Several specific advantages of group-based transdiagnostic treatments have been
identified, including the universality of the transdiagnostic processes that cut across
mixed presentations, simplicity of training in one protocol, reduced waiting times for
a disorder-specific group, reduced pressure to speak compared to individual therapy, and
learning new perspectives and getting mutual support from other members of the group
with different presenting problems (Coholic et al., 2018; McEvoy et al., 2009; Mofrad
et al., 2020; Morris et al., 2018).

The TCC can be described as “mechanistically transdiagnostic” because it explicitly
targets common underlying mechanisms that are relevant across disorders [“shared
mechanism treatment” in Sauer-Zavala et al. (2017)]. It is derived from a theory of
psychological functioning known as Perceptual Control Theory (PCT; Powers, 1973).
PCT has contributed to CBT in a number of ways, including as a theoretical framework
to explain the mechanisms of existing CBT interventions (Grawe, 2004; Mansell, 2005),
as the foundation for a transdiagnostic cognitive therapy known as Method of Levels
(Carey, 2006; Mansell et al., 2012), and as a rubric for advancing the practice of existing
CBT techniques (Alsawy et al., 2014; Healey et al., 2017). PCT is based on the tenet that
control is a central process to living (Powers, 1973). Humans control by trying to ensure
their experience is a certain way and corresponds to their internal reference values or
goals. There is substantial evidence that problems with control are associated with low
well-being and psychopathology (e.g. Chorpita & Barlow, 1998; Harrow et al., 2009;
Teachman et al., 2012). Furthermore, enduring conflicts between important goals people
are trying to achieve can result in psychopathology (Brockmeyer et al., 2013; Kelly et al.,
2015). From a PCT perspective, enduring conflict between people’s important goals is
a primary cause of loss of control and psychopathology (i.e. distress and unwanted
symptoms) and these are the processes targeted within TCC (Morris et al., 2016).

A preliminary prospective cohort study comparing TCC to individual brief CBT
within a clinical primary care sample indicated the potential of TCC to reduce symptoms
of anxiety and depression (Morris et al., 2015) and a narrative review specified detailed
evidence for the conceptual underpinnings (Morris et al., 2016). A non-inferiority design
was selected for the current trial as individual brief CBT is a well-established treatment
and the TCC provides an alternative with other advantages, such as group format, cost-
effectiveness, explicitly transdiagnostic basis (Morris et al., 2018; Piaggio et al., 2012).
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Low-intensity individual CBT is the primary evidence-based treatment for mild-to-
moderate anxiety and depression in the UK. Indeed, earlier reviews have found no
significant difference in outcomes between low-intensity CBT, such as guided self-help,
and “gold standard” therapist-administered CBT (e.g. Priemer & Talbot, 2013). The
primary hypothesis was that participants in both groups would show reductions in
symptom scores on measures of anxiety and depression, and outcomes in the TCC
would be non-inferior to established individual brief low-intensity CBT.

Method

This study is known as PCTEAM (Primary Care Trial of Efficacy of Alternative
Modalities) and the protocol provides a detailed rationale, power analysis, and design
(Morris et al., 2014). The protocol was registered two weeks after the commencement of
recruitment for the study owing to a logistical delay, and no changes were made to the
design during this time.

Participants

Participants were recruited from Salford Six Degrees Social Enterprise, a low-intensity
IAPT Service.

Inclusion criteria were as follows: A) Aged 16 and above. B) Individuals with mild-
moderate depression and anxiety that has emerged within 12 months prior to referral (i.e.
the problem is not chronic and enduring). C) Sufficient English language skills to
understand material (i.e. verbal and written language abilities required to read and
complete simple worksheets and understand verbal presentations).

Exclusion criteria were as follows: A) Aged under 16. B) Suitability for higher intensity
services that is primarily determined after first assessment with the service, for example,
patients with Post-Traumatic Stress Disorder or severe Obsessive-Compulsive Disorder;
patients with persistent self-injury requiring clinical management or who were poten-
tially intent on and/or planning suicide; patients who are currently experiencing psy-
chotic symptoms; have current substance dependence; or have an organic brain
impairment, such as dementia. C) Literacy or language difficulties that will preclude
them from reading simple worksheets or from conversing with a health-care professional
without using an interpreter.

Measures

Primary outcome measures

These were firstly, the Patient Health Questionnaire Depression Scale (PHQ9). Secondly,
the Generalised Anxiety Disorder Questionnaire (GAD7). The primary endpoint for
both PHQ9 and GAD7 was at 6-months after baseline.

Secondary measures

These were, firstly, the Work and Social Adjustment Scale (WSAS). Secondly, the
Psychological Outcome Profiles (PSYCHLOPS), which is a patient-generated outcome
measure. The Credibility/Expectancy Questionnaire (CEQ) was used to measure



COGNITIVE BEHAVIOUR THERAPY e 5

treatment credibility and expectancy of improvement prior to treatment. Treatment
credibility was also measured at 6-month follow-up using two items from the CEQ.

Procedure

Patients were predominantly referred to Six Degrees by their GP but could also be
referred by other health-care professionals. In a generic initial assessment, with a Six
Degrees clinician, patients who met the inclusion criteria were informed of the study
alongside the service’s other treatment options, and were able to discuss participation.
Interested patients were offered an appointment to further discuss the study, give
informed written consent, and fill in baseline measures. Written informed consent was
obtained from all patients.

After written consent to participate in the RCT and completion of baseline measures,
the randomisation process was conducted. Administrators within Six Degrees rando-
mised patients using a computerized randomization programme (Sealed Envelope);
therefore, the assignment was concealed from the research team and assessors.

Research assistants primarily conducted follow-up assessments, although the first
author conducted some assessments. Assessors were blind to treatment allocation and
were not involved in providing the interventions. Although the first author conducted
supervision with TCC group facilitators, this focused on group process issues. On
a couple of occasions where supervision regarding risk issues, or other matters, required
unblinding, the first author did not conduct follow-up appointments with these indivi-
duals to preserve the blinded assessments.

The only change to the trial protocol was that £20 vouchers were introduced as a thank
you to participants completing either the 6-month or 12-month follow-up appointment
to enhance recruitment. In the interests of fairness, all participants who had already
completed a 6-month follow-up appointment (n=18) were retrospectively sent
a voucher.

Ethics statement

The authors assert that all procedures contributing to this work comply with the ethical
standards of the relevant national and institutional committees on human experimenta-
tion and informed consent was obtained for all participants. All procedures were
approved by the National Research Ethics Service Committee in 2014 (ref.14/NW/0160).

Treatments

Take Control Course (TCC): group intervention
The TCC consists of six weekly sessions (the first session is 1 h 15min and all other
sessions are 1 h). Details of the sessional content and the development of the TCC are
provided elsewhere (Morris et al., 2016). The TCC is not focused on patient self-disclosure
and discussion, but rather emphasises experiential learning, videos, facilitator presenta-
tions, and worksheets. A detailed therapy manual is available (Morris et al., 2018).

TCC is tightly based on a transdiagnostic theory called PCT. Control is the basis of this
course. In accordance with a PCT theoretical account, targeted throughout the TCC are
as follows: (1) Understanding the degree to which one can and desires, control over
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various aspects of one’s life; (2) awareness of valued higher-level goals; (3) awareness of
higher-level goal conflict; (4) encouragement of flexible ways to control and reduction of
processes (including rules, habits, routines, and mental processes), which block valued
goals (Morris et al., 2016).

Clinicians and treatment integrity

Facilitators were 10 trained clinicians with 0.5-6 years’ clinical experience (degree educated
with further training in low-intensity treatments). Many of the clinicians were Psychological
Wellbeing Practitioners (PWPs), meaning that they had done a specific training to become
a PWP (usually a year long and focusing on low-intensity CBT). However, some clinicians
came from other professional backgrounds, such as Social Work or Nursing, and had
received other training in CBT interventions. TCC training was a day. Training focused on
familiarisation with the content of the TCC and on addressing group process issues, e.g. what
to do if a patient becomes distressed during a TCC session. Whenever possible, new
facilitators were paired with a more experienced facilitator for their first course. During
each TCC, all facilitators accessed two weekly half-h peer supervision sessions. In addition, 1
h of external supervision was provided after session 2 (by the first author). Blinding was
explained to all clinicians, and they were asked not to use names. As supervision focused on
general group processes and specific issues, unblinding did not occur. However, if
a significant risk issue (or similar) had arisen, then it could have been necessary for the
supervisor to be unblinded. An adherence and competence checklist was used to assess the
fidelity of delivery of sessions. This competence checklist was used in the pilot prospective
cohort study (Morris et al., 2015; Morris, 2013). Two sessions were other-rated for each
facilitator. In addition, all facilitators self-rated their adherence for each session, using the
same checklist. This checklist was used for supervision purposes and to identify any training
needs.

Control condition: individual low-intensity CBT (LI CBT)

The guided self-help interventions offered included cognitive and behavioural strategies; for
example, behavioural activation, cognitive restructuring, sleep management, and problem-
solving. Emphasis was on participant self-help, and participants were often given homework
tasks to do between sessions (Richards & Borglin, 2011). There is a debate as to whether such
low-intensity interventions should be described as “CBT” due to differences, such as the
duration and adherence ratings used; however, given that the techniques used are CBT based,
a CBT rationale and a number of common components (e.g. setting homework) then we have
generally described the brief individual CBT as “low-intensity” CBT. These interventions
differ from the TCC in a number of ways, for example, they consist of traditional CBT
techniques (such as cognitive restructuring) and the treatment rationale is explained in terms
of traditional CBT (such as thoughts, feelings, and behaviour cycles) rather than control and
goal conflict. Sessions were individual, lasted 30-min, and participants were generally offered
six sessions.

Clinicians and treatment integrity
All clinicians had completed an undergraduate degree and had received further training
to deliver low-intensity treatments. The same clinicians who delivered the TCC also
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delivered individual low-intensity CBT (LI CBT), alongside additional members of the
clinical team; clinicians delivering the LI CBT had a range of 0.5-31 years’ clinical
experiences. All clinicians received at least 1.5-h of weekly supervision. Supervision
sessions include skill monitoring and development using audio recordings of sessions,
and often last 2-h. Additional supervision was provided regarding specific therapeutic
skills, for example, fortnightly supervision was available to specifically develop skills
in CBT.

Design and power calculation

The design was a randomised single-blind two parallel group non-inferiority trial
comparing TCC and LI CBT with outcomes of depression and anxiety measured at
baseline, six and twelve months. Block randomisation (using random permuted blocks)
was performed with a 1:1 allocation. Trial procedures and analyses were specified prior to
recruitment commencement. The database for analysis was fully anonymised and the
trial statistician was not involved in any assessment appointments or clinical
management.

Power calculations for the primary hypothesis (that TCC would be non-inferior) were
based on a non-inferiority trial design comparing two groups, with equal numbers in
each group (see Morris et al., 2014). Sixty-three participants per group would have 80%
power for a non-inferiority margin of 0.5 SD with a significance level of 0.025 (as non-
inferiority analyses are one-tailed). To allow for attrition at 27%, we aimed to recruit 173
participants at baseline. This figure is an average of the attrition levels within a meta-
analysis of individual CBT treatments by (Hofmann & Smits, 2008), two RCT's of group
interventions (Allart-van Dam et al., 2003; Andersson et al., 2013) and a feasibility study
of the TCC (Morris et al., 2016).

Statistical analysis

All primary analyses followed the intention-to-treat (ITT) principle and involved all
patients who were randomly assigned. All analyses were performed using Stata ver-
sion 13.1.

The two primary outcome measures were the PHQ9 (depression) and GAD7
(anxiety). To test the primary hypothesis (that participants who were randomly
allocated to TCC would experience non-inferior reductions in separate anxiety and
depression symptom scores) we used a mixed-effect linear regression model. The
models were estimated using maximum likelihood estimation, which accounts for
missing outcomes assuming a missing at random mechanism. Separate linear mixed
models were fitted for anxiety (GAD) and depression (PHQ) scores at 6 months, with
randomisation and the respective baseline outcomes as covariates. We included
a random intercept for group membership in the TCC arm and considered indivi-
duals in the LII arm as clusters of size 1 with their own random intercept.
Bootstrapping was used where outcomes were non-normal. These results were exam-
ined to establish whether the treatment effect (and 95% confidence interval around
the parameter) for the TCC differed by more than 0.5 SD (the non-inferiority value)
from the LI CBT. Non-inferiority is established if the upper limit of the confidence
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interval is within the non-inferiority margin. It was pre-specified in the protocol that
if non-inferiority was established, then we would examine whether TCC was superior
to LI CBT (Piaggio et al., 2012). The actual analysis is the same for both superiority
and non-inferiority, so if p values were significant for any of the measures, then this
would indicate superiority. The ITT analysis was also conducted on WSAS and
PSYCHLOPS.

Per-protocol (PP) analyses were conducted since ITT analysis may increase the risk
of falsely claiming non-inferiority, and therefore it is reccommended in the CONSORT
guidance that both ITT and PP analyses be conducted (Piaggio et al., 2012). ITT
analyses were conducted as primary because non-compliance and attendance are very
likely in routine clinical practice, and such analysis reduces the risk of group and
selection bias (Gupta, 2011). Further, the study was powered for ITT analyses and
smaller sample sizes lead to wider confidence intervals. Participant data was included in
the PP analysis if participants attended one or more sessions of the randomised
treatment. PP analyses were conducted on each outcome using a mixed-effects regres-
sion model accounting for potential clustering effects of the TCC group.

The number of participants who met the criteria for clinically significant change
(CSC) and reliable change (RC) is calculated (Jacobson & Truax, 1991). CSC requires
that a person be above the clinical score cut-off pre-treatment (i.e. in the clinical range),
but below it at post-treatment (Jacobson & Truax, 1991; Jacobson et al., 1999; Richards &
Borglin, 2011). RC indicates whether the change in scores is greater than that which
could be due to the inherent unreliability of the measure.

Non-inferiority margin

The non-inferiority margin was 0.5. The value of 0.6 was originally considered as the
non-inferiority margin based on previous non-inferiority studies in similar contexts
and/or using similar interventions to the reported trial (Hedman et al., 2011; Lovell
et al., 2006; Norton & Barrera, 2012; Norton, 2012), in two of these studies the non-
inferiority margin was based on previous meta-analyses (Hofmann & Smits, 2008;
Norton & Price, 2007). Margins of non-inferiority in these trials ranged from A=
0.50 to 0.67 SD below the mean effect of the established treatment arm for each
measure (Mean A =0.59, rounded up to 0.6). However, the effect size of 0.6 corre-
sponds to approximately 4 points on the PHQ9 and approximately 3.5 points on the
GAD?7. These values were considered too high to be a reliable non-inferiority margin,
i.e. a value that is not clinically significant, and therefore the treatment can genuinely
be considered non-inferior. For example, only 5-points on the PHQY differentiates
clients with the highest score in the mildly depressed category from clients with the
highest score in the moderately depressed category (Richards & Suckling, 2009).
Therefore, the value of 0.5 was chosen because this was the lowest non-inferiority
margin found in the non-inferiority studies aforementioned (Hedman et al., 2011;
Lovell et al., 2006; Norton & Barrera, 2012; Norton, 2012). The margin of 0.5 corre-
sponds to 3 points on the PHQ9 and 2.5 points on the GAD7 (Richards & Borglin,
2011). The non-inferiority margin we chose therefore exceeded one calculation of
minimally clinically important differences for the primary outcomes that were pub-
lished some years after the trial was designed (Kounali et al., 2022).
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Results
Patient flow and attrition

One thousand, seven hundred and thirty-six eligible patients were consecutively asked if
they wanted to participate in the project between July 2014 and October 2015. One
hundred and ninety-seven agreed to participate, but 41 did not proceed to randomisation
(deciding not to access the service 27%, being un-contactable 15%, changing their mind
about participation 15%, and other reasons, such as moving out of the country). Some
individuals could not take part (6%), e.g. the time of the groups was not convenient, and
some did not want to take part (53%). Clinicians were encouraged to include a reason for
why patients did not want to take part, and the main reasons given were that patients did
not want to access a group or the uncertainty of randomisation when they could directly
access brief individual interventions. Figure 1 shows the CONSORT diagram.

Attrition from the baseline to 6-month follow-up was 24%, but due to recruitment
difficulties the study was slightly underpowered (119 PHQ9 and 118 GAD7 were avail-
able at 6-month follow-up, but the target was 126). Attrition was much higher than
predicted at 12-months (79 PHQ9 and GAD7 were available). The trial stopped recruit-
ment as it had exceeded the specified end date and funding was only available for
a specified time-period.

Participant characteristics and treatment credibility

Table 1 shows participant characteristics and includes data on the average number of
sessions attended.

At baseline, participants rated LI CBT (M =13.38, SD =3.07) as significantly more
credible than TCC (M =12.83, SD =3.33); #(150) =2.27, p=.03, d=0.17; although the
effect size was very low. At 6-month follow-up, using the PP sample, participants who
were randomised to LI CBT (n =31, M = 12.90, SD = 4.63) did not rate it as more credible
than those who were randomised to TCC had rated the TCC (n =37, M=11.41, SD=
5.27); 1(66) = —1.50, p = .22, d = 0.30.

Primary outcome measures: ITT and PP analyses

Table 2 displays the means and standard deviations for the outcome variables at each
time point for all participants with complete data, and Table 3 displays the available and
missing data across the follow-up period. Table 4 displays the ITT and PP analysis of
6-month and 12-month follow-up data. At six months, TCC was non-inferior (i.e. no less
effective) compared to LI CBT on both the PHQ9 and the GAD7 using ITT and PP
analyses. At twelve months the findings were inconclusive, because the upper confidence
intervals crossed the non-inferiority margin.

The majority of the coefficients in Table 4 were in the positive direction, with the
exception of the ITT WSAS at six months, and the PP and ITT WSAS at twelve months.
This indicates lower depression and anxiety scores in the LI CBT at follow-up controlling
for baseline scores. There was no evidence for superiority of either intervention from any
of the analyses (all p values are non-significant; see Table 2) and the ITT analysis on the
primary outcomes at 6-months were powered to detect superiority.
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[ Enroliment ]

Attended a generic initial
assessment, and assessed for
eligibility (N = 2890)

—

Met exclusion criteria (n = 998)
Stepped up (n = 836)
Interpreter required/ other language
requirements (n = 46)
Other (e.g. high risk) (n =116)

Declined to participate (n = 1522)
Could not participate (n = 173)
Withdrew/lost contact (n = 41)

| Randomised (n = 156)

! {

Allocation

!

Allocated to TCC (n = 76)
Accessed allocated intervention (n = 51)
Did not access allocated intervention (n = 25)
DNA any sessions (n = 23)
Withdrawn from trial (increase risk) (n = 2)

Attended between 1 and 5 sessions (n = 45)
Attended 1-2 sessions (n = 16)

Attended 3-4 sessions (n = 20)

Attended 5 or more sessions (n = 17)
Attended 6 sessions (n = 6)

J
Allocated to low-intensity CBT (n = 80)

Accessed allocated intervention (n = 54)

Did not access allocated intervention (n = 26)
DNA any sessions (n = 25)
Withdrawn from trial (increase risk) (n = 1)

Attended between 1 and 5 sessions (n = 42)
Attended 1 session (n = 19)
Attended 3-4 sessions (n = 15)
Attended 5 or more sessions (n = 18)
Attended 6 or more sessions (n = 12)

Follow-Up

)

Completed 6-month follow-up (n = 60)
Lost to follow-up (n = 16)
Unable to contact (n = 8)
Withdrew/withdrawn before 6-month follow-up (n = 8)

Completed 12-month follow-up (n = 37)
Lost to follow-up (n = 31)
Unable to contact (n = 25)
Withdrew before 12-month follow-up (n = 6)

Completed 6-month follow-up (n = 59)
Lost to follow-up (n = 21)
Unable to contact (n = 17)
Withdrew/withdrawn before 6-month follow-up (n = 4)

Completed 12-month follow-up (n = 42)
Lost to follow-up (n = 34)
Unable to contact (n = 25)
Withdrew before 12-month follow-up (n = 9)

Analysis

)

Analysed (n = 76)
Discontinued from analysis (n = 0)

Analysed (n = 80)
Discontinued from analysis (n = 0)

Figure 1. CONSORT diagram of participant flow through the study.
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Table 1. Sample characteristics.

Total sample TCC LI CBT

Variable (N=156) (n=76) (n=80)
Gender, no. female (%) 88 (43.6) 44 (57.9) 44 (55)
Age, M (SD) 41.2 (13.4) 41.5(12.8) 41 (14.1)
Ethnicity, no. White British (%) 140 (89.7) 67 (88.2) 73 (91.3)
Employment status (%)

Employed full or part time 74 (47.4) 42 (55.3) 32 (40)

Unemployed (or on sick leave) 54 (34.6) 22 (28.9) 32 (40)
Other 28 (17.9) 12 (15.8) 16 (20)
Taking psychiatric medication, Yes (%) 103 (66) 55 (72.4) 48 (60)
Number of randomised sessions accessed, Mdn (IQR) 2 (4) 2 (4) 2 (4)
Attended other therapy sessions ? (%) 21 (13) 11 (15) 10 (13)
Baseline PHQ9 scores, M (SD) 14.2 (6) 13.8 (6.3) 14.7 (5.7)
Baseline GAD7 scores, M (SD) 12.9 (5.5) 12.4 (6.0) 13.3 (5.0)

Note. GAD7 = Generalised Anxiety Disorder Questionnaire; PHQ9 = Patient Health Questionnaire Depression Scale.
?Other therapies accessed included Mindfulness Therapy and high-intensity CBT.

Table 2. Means and standard deviations for the main outcome variables.

Baseline, M (SD) 6 month, M (5D) 12 month, M (SD)
Measure TCC LI CBT TCC LI CBT TCC LI CBT
PHQ9 13.8 (6.3) 14.7 (5.7) 10.2 (7.2) 9.8 (6.4) 10.9 (8.1) 9.0 (6.8)
GAD7 12.4 (6.0) 13.3 (5.0) 9.0 (6.2) 9.3 (5.8) 9.2 (6.6) 8.0 (6.0)
WSAS 17.7 (9.2) 17.2 (8.3) 14.9 (11.5) 13.0 (10.0) 14.8 (12.3) 14.0 (11.2)
PSYCHLOPS 14.0 (4.1) 14.4 (3.9) 10.9 (5.2) 9.4 (5.0) 11.3(6.2) 9.6 (5.2)

Note. GAD7 = Generalised Anxiety Disorder Questionnaire; PHQ9 = Patient Health Questionnaire Depression Scale;
PSYCHLOPS = Psychological Outcome Profiles; WSAS = Work and Social Adjustment Scale.

Table 3. Available and missing data across outcome variables and analyses.

Available data at 6 months (Missing) Available data at 12 months (Missing)

ITT analysis

PHQ9 119 (37) 79 (77)
GAD7 118 (38) 79 (77)
WSAS 114 (42) 77 (79)
PSYCHLOPS 91 (65) 49 (107)
PP analysis

PHQ9 92 (13) 60 (45)
GAD7 91 (14) 60 (45)
WSAS 88 (17) 58 (47)
PSYCHLOPS 74 (31) 39 (66)

Secondary outcome measures: ITT and PP analyses

Table 2 reports ITT and PP analysis of the WSAS and PSYCHLOPs at 6-month and 12-
month follow-up. At six months ITT analyses indicated that the TCC was non-inferior to
LI CBT on WSAS but not at 12 months. At six and twelve months using ITT and PP
analyses it was not possible to establish non-inferiority for the PSYCHLOPS because the
upper confidence intervals crossed the non-inferiority margin.

Clinically significant and reliable change

Using an ITT sample, details of those who experienced CSC, RC, and recovery for each
treatment at six months are reported in Table 5. Baseline levels of those above the cut-off
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Table 4. Results of ITT and PP regression analyses of 6-month and 12-month follow-up data for
primary outcome measures (PHQ9 and GAD7) and secondary outcome measures (WSAS and
PSYCHLOPS).

95% Cl
Measure Coefficient Non-inferiority Lower Upper z P-value Cohen’s d
ITT analysis
PHQ9 (n=198)°
6 months 0.82 2.99 —-1.06 2.69 0.85 0.39 0.14
12 months 0.77 —248 4.02 0.47 0.64 0.13
GAD7 (n=197)
6 months 0.24 2.75 -145 1.92 0.27 0.79 0.04
12 months 1.24 -1.81 4.29 0.80 0.42 0.23
WSAS (n=190)
6 months 0.69 4.34 -2.56 3.94 0.42 0.68 0.08
12 months —-0.27 —5.55 5.02 —-0.10 0.92 —-0.03
PSYCHLOPS (n=141)
6 months 1.59 1.98 -0.10 3.27 1.85 0.07 0.40
12 months 0.80 —-2.38 3.97 0.49 0.62 0.20
PP analysis
PHQ9 (n=152)
6 months 0.53 2.99 -1.69 2.74 0.46 0.64 0.09
12 months 1.44 -2.48 537 0.73 0.47 0.24
GAD7 (n=151)
6 months 0.09 2.75 -1.82 2.00 0.10 0.92 0.02
12 months 1.40 -2.02 4.82 0.80 0.42 0.26
WSAS (n = 145)
6 months —-0.02 434 —345 341 —-0.01 0.99 —0.002
12 months -0.72 —6.55 5.12 —0.24 0.81 —0.08
PSYCHLOPS (n=114)
6 months 1.04 1.98 —-0.86 294 1.07 0.28 0.26
12 months 0.57 -3.32 4.47 0.29 0.77 0.14

Note. GAD7 = Generalised Anxiety Disorder Questionnaire; PHQ9 = Patient Health Questionnaire Depression Scale;
PSYCHLOPS = Psychological Outcome Profiles; WSAS = Work and Social Adjustment Scale.
These figures are the number of observations used in the analysis, not the number of participants.

point on each measure are also reported because CSC and recovery can only be achieved
if clients are above the cut-off point at baseline.

Discussion

Using ITT and PP analyses at 6-month follow-up, the TCC was found to be non-
inferior (no less effective) than individual brief low-intensity CBT on measures of
anxiety and depression symptoms, and a measure of social and other functioning.
The test for non-inferiority was inconclusive for outcomes at 12 months because the
upper confidence intervals crossed the non-inferiority margins. Although analysis
using a longitudinal model should have protected the power to some extent, the low
sample size at 12-months is likely to increase the confidence interval and therefore
makes it not possible to establish non-inferiority.

These findings add tentative evidence to the existing evidence for the effective-
ness of transdiagnostic interventions (Newby et al., 2015). Further, this study
provides preliminary evidence that at 6-months follow-up a brief group, addres-
sing specifically transdiagnostic mechanisms, is non-inferior for patients with
a broad range of common mental health problems within a “low-intensity”
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Table 5. Participants who experienced clinically significant changes, reliable changes and recovery in
the ITT sample at six months.

Measure Treatment Above cut-off (%) CSC (%) RC (%) Recovered ? (%)
PHQ TCC (n=76) 63 (83) 21 (28) 25 (33) 18 (24)
Missing data 16 (21) 16 (21) 16 (21)
LI CBT (n=80) 67 (84) 20 (25) 29 (36) 19 (24)
Missing data 21 (26) 21 (26) 21 (26)
GAD TCC (n=76) 59 (78) 17 (22) 23 (30) 15 (20)
Missing data 16 (21) 16 (21) 16 (21)
LI CBT (n=80) 69 (86) 19 (24) 24 (30) 16 (20)
Missing data 22 (28) 22 (28) 21 (26)

Note. GAD7 = Generalised Anxiety Disorder Questionnaire; PHQ9 = Patient Health Questionnaire Depression Scale; LI CBT
=Low Intensity Cognitive Behavioural Therapy; CSC = Clinically Significant Change; RC = Reliable Change.
#Recovered” entails that patients experienced both CSC and RC.

primary care setting. The average baseline scores on measures of depression and
anxiety exceeded the cut-off for “moderate” severity (Kroenke et al., 2001; Spitzer
et al., 2006). It also has a number of strengths including single-blind assessments
and pre-specified protocols, accounting for clustering by group within analyses
and combining an RCT design with a naturalistic service setting.

Individual versus group therapy

There was no evidence for the superiority of either treatment (see Table 2).
However, analyses of 12-month follow-up data were unable to conclusively demon-
strate the non-inferiority of TCC. A meta-analysis of CBT for depression indicates
that individual therapy can be superior to group therapy with differences in effec-
tiveness present post-treatment but not at follow-up (Huntley et al., 2012). Evidence
is limited by the risk of bias and small sample sizes. Comparative studies of patients
with anxiety are even more limited, but indicate that an individual format maybe
more effective (Mayo-Wilson et al.,, 2014; Tucker & Oei, 2007). One recent large
RCT study has found that the group Unified Protocol, compared to treatment-as-
usual in the form of brief individual, disorder-specific CBT, demonstrated larger
improvements in depression, anxiety, and quality of life over time (Osma et al,
2022). Furthermore, another recent RCT compared two-group CBT interventions—
disorder-specific versus transdiagnostic, thereby addressing this issue. They found
evidence for non-inferiority with regard to most clinical outcomes at post-treatment,
and 6-month follow-up (Reinholt et al., 2022).

The current study did not offer optimal delivery of the TCC, which could have
influenced results. Due to very frequent staffing changes, the facilitator team reg-
ularly changed and it was generally not possible to arrange timings of the TCC
around patient preference (e.g. only one evening course was run). Further,
a qualitative study of TCC indicated that many patients strongly endorsed the
group format compared to individual treatment, suggesting that it is important to
offer patients a choice of modalities (Morris et al., 2018).



14 L. MORRIS ET AL.

Are recovery levels comparable to other studies?

The percentages of participants who achieved recovery at six months was similar across
treatment groups. The RCT of computerised CBT for depression found comparable
levels of recovery at 6-months on a depression measure (28.6%) to the current study
(TCC 24%; LI CBT 24%) (De Graaf et al.,, 2009). Uncontrolled studies of primary care
psychological interventions have found higher recovery rates (Burns et al., 2016;
Delgadillo et al., 2014; Richards & Borglin, 2011), including an evaluation of the Stress
Control course, which has been found to reduce symptoms of anxiety and depression
(Burns et al., 2016). However, these differ in design and recovery was calculated post-
treatment, so the duration since initial assessment is not clear and some studies conflate
low- and high-intensity CBT interventions. In support of the possible effect of design,
another RCT of computerised CBT for depression found 23% recovery (Richards et al.,
2015), while a previous cohort study comparing TCC to individual low-intensity CBT
found a 44% recovery for either depression or anxiety scores in TCC treatment [27% on
depression measure; (Morris, 2013)].

The effect of number of sessions attended

The relatively low average number of sessions attended across both treatments could also
have influenced outcomes. Although attrition levels can be high in similar service
contexts (Glover et al., 2010), studies have indicated that attending more sessions is
associated with better outcomes (Burns et al., 2016; Delgadillo et al., 2014). The reasons
why clients cease to attend sessions are often unclear because patients may not attend
psychological interventions owing to difficulties, such as fear of disclosure and greater
severity of symptoms, such as avoidance and a sense of helplessness (Schauman &
Mansell, 2012).

On the other hand, research also indicates that early improvements are associated with
recovery (Delgadillo et al., 2014) and that sudden gains can account for a significant
amount of patients’ improvement (Aderka et al., 2012). In addition, a large study (N =
102 206) of dose-response effects for low- and high-intensity CBT interventions found
that 95% of those clients who attain reliable and clinically significant improvement (or
recovery) do so within seven, commonly half hour, sessions of low-intensity CBT
(Robinson et al., 2020). A systematic review found that 4-6 sessions were optimal for
low-intensity guided self-help (Robinson et al., 2020). In conjunction with high attrition
levels in many primary care studies, it seems possible that some patients access treatment
until they have achieved a personal “good enough” level of change and this could be early
in treatment (Barkham et al., 2006). Therefore, the TCC recognises the variation in
attendance by offering “stand-alone” sessions (Morris et al., 2015). But it is also acknowl-
edged that non-attendance would be for a variety of reasons (e.g. high socio-economic
deprivation is commonly associated with attrition) (O’Brien et al., 2009), and so the
message given to patients remains “attend if you can”.

Linking this with the wider transdiagnostic group literature, group Unified Protocol is
a longer higher-intensity intervention than TCC, at 12 2-h group sessions (Osma et al.,
2022) and could be more suitable for those with more significant mental health problems
than the mild-to-moderate anxiety problems targeted by TCC and other low-intensity
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interventions. Indeed, one recent large RCT has indicated that group Unified Protocol is
associated with greater improvements in depression, anxiety, and quality of life than
treatment-as-usual in the form of individual, disorder-specific CBT (Osma et al., 2022).

Credibility of groups

Individual low-intensity CBT was found to be more credible than TCC prior to treat-
ment. The effect was low, but qualitative data from participants who accessed TCC
indicated that patients could have concerns regarding group interventions (Morris
et al., 2018). Such concerns did not appear specific to the TCC, as they focused upon
fears of significant self-disclosure and being with other people. These findings suggest
that how groups are introduced is important in allaying fears. For example, within the
TCC, no self-disclosure is required, it can be more accurately described as a “course”
rather than “group” format, and the concept of control can be used to explain the overall
rationale for the course. Clinicians were encouraged to be clear about what the TCC
involved and distinguish it from groups that are highly premised on self-disclosure.
Control and choice underpin the principles of the TCC and so in routine practice it
would only be offered to patients who expressed an interest in group interventions.

Limitations and future research

In addition to the limitations previously described regarding the non-optimal delivery of
TCC, the study has a number of limitations. A key limitation is that participants were not
formally diagnosed. Lack of diagnostic certainty is common within primary care contexts
because the accuracy of initial diagnosis by GPs is variable (Mitchell et al., 2009).
Furthermore, in the UK, few clinicians within primary care psychological services are
trained to conduct diagnostic interviews (Richards et al., 2012). Therefore, limited
diagnostic information increases ecological validity, but reduces the ability to predict
the response of those with specific disorders.

Another limitation is that the study only recruited from one service and so it is unclear
how results would generalise to a population with a different demographic profile. Further,
out of 1736 potentially eligible clients, 156 were randomised; this is likely to influence how
representative the sample is as potential participants had to agree to both being randomised
and being involved in a research study. Attrition levels and recruitment difficulties meant
the study was slightly underpowered, and this is a particular issue for PP analysis as this
necessitated inclusion of a sub-sample; however, sample size for ITT analysis was approxi-
mately double that of previous non-inferiority trials comparing transdiagnostic groups to
established treatments (Norton & Barrera, 2012; Norton, 2012). PP analysis was also limited
by relatively low attendance of treatment sessions across both treatment groups; this is
likely to reflect the level of socio-economic deprivation within the recruitment area (Morris
etal.,, 2015; O’Brien et al., 2009). The reliability of the 12-month follow-up data is limited by
the considerable attrition at twelve months. All the limits described could be addressed by
a larger trial, which included greater clinician availability, formal diagnoses and multiple
sites. The choice of an inferiority margin of 0.5 SD could be considered as liberal, even
though it was conservative compared to non-inferiority margins used in earlier trials,
because it allows a difference on one of the primary outcomes (PHQ-9) of three points,
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which is higher than one estimate of its minimally clinically important difference (MCID)
of 1.7 points (Kounali et al., 2022). The TCC was deliberately compared with individual
low-intensity CBTs, as this is an established treatment. However, this entails that there will
be differences in format that could influence outcomes. For example, the two treatments
differed in the maximum amount of clinician time offered. The maximum attendance time
for TCC was 6-h 15 min; for individual CBT, this was 3-h (where patients attended the
recommended 6-sessions, or up to 4-h for the 5% who attended over 6-sessions). Clearly,
this could also be mediated by the ratio of patients to clinicians; in the TCC there will be
more patients per clinician so less individual contact time within the group. Further,
different interventions (due to their different formats) have different procedures for estab-
lishing treatment integrity. Although this is unavoidable, it is possible that this could
differentially affect outcomes.

Given that some of the same clinicians deliver both TCC and low-intensity CBT, there
is a possibility of contamination across treatments. However, low-intensity CBT is
heavily protocol-driven and TCC is manualised, which will go some way to mitigating
the risk. Although it is important to note that clinicians from both arms of the trial were
drawn from the same professional group and that dropout rates were similar, it is feasible
that more intensive training may have improved outcomes. We did not carry out an
analysis of the adherence measure, which would benefit from psychometric research.

The findings of this non-inferiority RCT provide preliminary support for a brief
transdiagnostic group as an effective treatment for common mental health problems.
However, more methodologically robust trials comparing groups to individual interven-
tions in settings outside IAPT in the UK, and to a no-intervention arm, are required to
substantiate the study findings. Transdiagnostic groups offer a pragmatic response to the
prevalence and comorbidity of common mental health problems, such as greater ease of
populating group interventions than recruiting those with a specific disorder (Norton &
Barrera, 2012). Furthermore, groups can offer greater cost-effectiveness than individual
therapies (Tucker & Oei, 2007), but data on the cost-effectiveness of transdiagnostic
groups are very limited (Andersen et al., 2016). In the meantime, it is possible to consider
the efficiency of TCC and low-intensity CBT given the offer available (i.e. the manualised
session numbers and recommended delivery). Delivering TCC involves 12h per clin-
ician. The lack of a need for self-disclosure and “adult education” style delivery accom-
modates large numbers (e.g. 20 or more). Delivering low-intensity CBT (assuming the
standard 6-sessions) involves three h per participant, per clinician. Within this “ideal”
scenario and not taking into account broader costs, once you have more than four
participants within TCC then it makes it more efficient; with eight in a course you
would increase efficiency by 100%. However, data regarding the cost-effectiveness of
TCC are under analysis and will be an important addition to our understanding of
regarding service delivery advantages of transdiagnostic groups.
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