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depression (PRaCTICED): Study protocol for

a randomised controlled trial
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Abstract

Background: NICE guidelines state cognitive behavioural therapy (CBT) is a front-line psychological treatment for
people presenting with depression in primary care. Counselling for Depression (CfD), a form of Person-Centred
Experiential therapy, is also offered within Improving Access to Psychological Therapies (IAPT) services for moderate
depression but its effectiveness for severe depression has not been investigated. A full-scale randomised controlled
trial to determine the efficacy and cost-effectiveness of CfD is required.

Methods: PRaCTICED is a two-arm, parallel group, non-inferiority randomised controlled trial comparing CfD against CBT.
It is embedded within the local IAPT service using a stepped care service delivery model where CBT and CfD are routinely
offered at step 3. Trial inclusion criteria comprise patients aged 18 years or over, wishing to work on their depression,
judged to require a step 3 intervention, and meeting an ICD-10 diagnosis of moderate or severe depression. Patients are
randomised using a centralised, web-based system to CfD or CBT with each treatment being delivered up to a maximum
20 sessions. Both interventions are manualised with treatment fidelity tested via supervision and random sampling of
sessions using adherence/competency scales. The primary outcome measure is the Patient Health Questionnaire-9
collected at baseline, 6 and 12 months. Secondary outcome measures tap depression, generic psychological distress,
anxiety, functioning and quality of life. Cost-effectiveness is determined by a patient service receipt questionnaire. Exit
interviews are conducted with patients by research assessors blind to treatment allocation. The trial requires 500 patients
(250 per arm) to test the non-inferiority hypothesis of —2 PHQ-9 points at the one-sided, 2.5% significance level with 90%
power, assuming no underlying difference and a standard deviation of 6.9. The primary analysis will be undertaken on all
patients randomised (intent to treat) alongside per-protocol and complier-average causal effect analyses as
recommended by the extension to the CONSORT statement for non-inferiority trials.
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Discussion: This large-scale trial utilises routinely collected outcome data as well as specific trial data to provide
evidence of the comparative efficacy and cost-effectiveness of Counselling for Depression compared with Cognitive
Behaviour Therapy as delivered within the UK government’s Improving Access to Psychological Therapies initiative.

Trial registration: Controlled Trials ISRCTN Registry, ISRCTN06461651. Registered on 14 September 2014.

Keywords: Depression, Non-inferiority trial, Cognitive behaviour therapy, Counselling for depression

Background

Since 2008, patients presenting to the UK National Health
Service (NHS) with a primary condition of mild, moderate
and severe depression are typically treated within Improv-
ing Access to Psychological Therapies (IAPT) services.
These services are premised on a stepped care model and
built on the argument for improved access to, in particular,
cognitive behaviour therapy (CBT), which resulted in a
large investment in training a new workforce in this par-
ticular psychological approach [1]. The model of stepped
care within the IAPT initiative required a new workforce of
Psychological Wellbeing Practitioners (PWPs) as the
immediate point of contact for patients with mild to
moderate depression (step 2) with the aim of their
providing psycho-educational interventions with the
option of stepping up patients to high-intensity CBT
therapists (step 3) should initial benefits to patients
not be realised. An initial implementation of the
stepped care model was carried out at two demon-
stration sites [2, 3] followed by an expansion to 32
pathfinder sites [4] and then by national rollout.

To date, the IAPT programme has yielded updates from
the Department of Heath [5] as well as evaluations of differ-
ing aspects of the implementation [6]. While the implemen-
tation of IAPT at step 2 and step 3 originally focused only
on training and delivering CBT-based personnel and inter-
ventions, more latterly the provision of psychological
approaches at step 3 has been extended to include bona fide
psychological therapies in addition to CBT, namely interper-
sonal psychotherapy, dynamic interpersonal therapy, couples
counselling, and counselling for depression (C{D), with the
latter being the focus of the present article.

The NICE review of psychological interventions for
depression identified CBT as the front-line psychological
intervention while counselling was assigned to situations
in which first-line interventions were either not success-
ful or were not preferred by the patient on the basis that
the evidence for counselling was ‘uncertain’ [7]. The
robust evidence base for CBT was a key factor in the
UK government’s funding of the IAPT initiative and the
drive to train large numbers of practitioners in CBT as
part of workforce development in Primary Care. While
CfD is, therefore, one of the NICE-recommended psy-
chological therapies for mild to moderate depression

made available within IAPT services, its role is second-
ary to CBT and there is no evidence underpinning its
implementation for patients presenting with more severe
levels of depression.

This article sets out the protocol for a randomised con-
trolled trial embedded within one IAPT service to deter-
mine the relative efficacy of CfD as compared with CBT.
The protocol adheres to the Standard Protocol Items:
Recommendations for Intervention Trials (SPIRIT) check-
list, which is available as an Additional file 1.

Review of existing literature

A review of six RCTs showed patients who were
assigned to counselling demonstrated a significantly
greater reduction in psychological symptoms such as
anxiety and depression than patients receiving usual GP
care when followed up at up to 6 months [8]. These
psychological benefits were modest: the average coun-
selled patient was better off than approximately 60% of
patients in usual GP care. However, there were no
significant differences between counselling and usual
care in the four RCTs reporting longer-term outcomes
(8 to 12 months).

A trial comparing non-directive counselling with CBT
yielded similar outcomes amongst the two therapies in
their overall effectiveness at short- or long-term follow-
up [9]. Both therapies were superior to usual GP care in
the short term but provided no significant advantage in
the long term. Findings from this trial were not included
in the Depression Guidelines because of a significant
proportion of patients having a diagnosis of mixed anx-
iety and depression. However, a subsequent re-analysis
of data focusing only on those patients meeting a diag-
nosis of depression confirmed the earlier results [10].

In a meta-analysis, a comparison of CBT with therapy
similar to counselling (non-directive supportive therapy)
demonstrated no statistically or clinically significant
difference with a small advantage in favour of CBT of d
=0.05 (95% CI -0.08, 0.18) [11]. However, the authors
commented that this difference is small, its clinical rele-
vance is unclear, and the collection of studies included
under the broad heading of supportive psychotherapy
may have been overly heterogeneous. Further, CBT had
the highest relative risk of drop out (k =26, RR = 1.16).
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A state-of-the art review of the literature regarding
person-centred and experiential therapies reported that
Person-Centred Therapy (PCT) appeared to be consist-
ently, statistically and practically equivalent in effective-
ness to CBT (22 studies, including 17 RCTs, with effect
sizes of -0.06 and -0.1 respectively [12]. Further,
evidence from practice-based studies indicates that PCT,
as defined by the practitioners and as delivered in the
NHS, is effective and not significantly different from
CBT [13, 14]. In response to the IAPT initiative, a recent
review of data from the 1-year rollout indicated that for
depression, counselling was as effective as CBT [6].

In terms of psychological approaches taken up by adults
experiencing specified levels of depression within the past
week, data released by NHS Digital from the 2014 Office of
National Statistics (ONS) Adult Psychiatric Morbidity
Survey (APMS) identified counselling (including bereave-
ment counselling) as the most used psychological interven-
tion (7.7%) followed by psychotherapy (7.2%) and CBT
(5.6%) [15]. For those adults meeting a specified criterion of
severity (score 18+) on the Clinical Interview Schedule-
Revised [16], the rates for being in receipt of psychological
therapies was highest for CBT (6.5%), followed by counsel-
ling (5.7%) and then psychotherapy (4.5%). These data indi-
cate that generic counselling is a prominent psychological
intervention and that it is also being delivered to adults pre-
senting with more severe levels of depression. Recently
published data for 12 months (2015-16) from the UK na-
tional IAPT programme reports utilisation rates of 152,452
for CBT and 61,414 for CfD. The recovery rates for patients
completing a course of treatment for depression at step 3
(high intensity) were 45.9 per cent for CBT and 47.6 per
cent for Counselling for Depression (CfD) [17].

Hence, the collective evidence from a number of
sources suggests either small differences or broadly
equivalent results when making comparisons between
CBT and counselling (as a broad discipline) as well as
with CfD specifically. However, these results may be due
to a number of factors, for example the heterogeneity of
non-CBT comparators and the over-sampling of mild
depression. There is a recent small pilot feasibility com-
parison between nondirective counselling (not CfD) and
CBT for persistent sub-threshold mild depression that
obtained no difference in findings; however, this is prob-
ably too narrow a severity band to be relevant to typical
depressed populations encountered in counselling and
its associated practitioners [18].

However, there is no robust trial evidence supporting the
use of counselling and, more specifically, CfD with severe
depression. Accordingly, there is a need for a randomised
controlled trial of CfD for moderate and severe depression.
Furthermore, given that CBT is the current treatment of
choice for moderate and severe depression, there is a need
to know the relative efficacy of CfD as compared with CBT

Page 3 of 14

(rather than, for example, a no-treatment condition).
Hence, it is important that all stakeholders have access to
better quality evidence concerning the efficacy and
efficiency of Counselling for Depression (CfD). Further-
more, in terms of ensuring that patients have a choice of
differing talking therapies, establishing the efficacy of CfD is
important.

Pilot work and determining type of trial

In light of the extant literature, there was no basis for
adopting a superiority trial. Analyses of existing Sheffield
IAPT service data (1 April 2009-30 September 2010)
indicated only small differences in outcomes between
CBT and counselling. In the analysis of patients with
PHQ-9 intake scores >12 in the Sheffield service data,
the overall mean (SD) pre-last change in PHQ-9 was 6.8
(6.9) and there was no significant difference between
counselling and CBT (difference = +0.5 points on the
PHQ-9 in favour of counselling; 95% CI -0.3, +1.3).
Analysis of a further data set from the same service of
data collected between June 2010 and October 2013
showed a small effect size advantage to CBT of 0.16 with
the extent of pre-post change being 1.0 PHQ-9 point
greater for CBT (7.3) than counselling (6.3) [19]. When
number of sessions and type of therapy ending were en-
tered into the multilevel modelling, treatment modality
was not significant.

From these findings, we predicted the actual difference
in change means between approaches to be close to
zero. However, we were mindful that these data were de-
rived from counselling as delivered in a routine practice
setting and not from CfD. In addition, the aim of the
trial was to underpin the delivery of CfD within the
IAPT service delivery system as a viable alternative to
CBT. Accordingly, we proposed a pragmatic trial and
reasoned that the primary aim of the trial was to test
that CfD as delivered in routine settings was non-
inferior to CBT within an agreed a priori tolerance. The
central tenet of a non-inferiority trial is that the candi-
date treatment does not yield patient outcomes that are
inferior to a benchmark treatment such that would be
clinically notable. Accordingly, we proposed a non-
inferiority trial.

Objectives

The primary objective is to determine the clinical and
cost-effectiveness of CfD compared with CBT as delivered
in primary care for patients presenting with moderate or
severe depression. The secondary aims are to explore
patients’ experiences of the treatments received and, for
those patients who drop out of treatment, to gather infor-
mation as to the reasons. The outcomes of trial patients
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will also be compared to patients within the IAPT service
but who were not participants in the trial.

Methods

Design

The PRaCTICED trial is a pragmatic, two-arm, parallel
group, non-inferiority RCT comparing the clinical effi-
cacy and cost-effectiveness of CfD and CBT within a
local Improving Access to Psychological Therapies
(IAPT) service. The trial utilises all mandated data col-
lected routinely as part of the IAPT service as well as
additional data required by the trial design (see later for
details). This reported version of the protocol conforms
to the Standard Protocol Items: Recommendations for
Interventional Trials (SPIRIT) guidelines. A copy of the
SPIRIT Checklist is contained as part of the supplemen-
tal materials (see Additional file 1).

Participants/inclusion and exclusion criteria

Participants are patients receiving step 2 treatment
within the IAPT service in Sheffield, UK, and who meet
the following inclusion criteria: aged 18 or over and
having been deemed to require stepping up by a Psycho-
logical Wellbeing Practitioner (PWP), a score of 12 or
more on the PHQ-9, with depression as their major
focus for treatment. Patients meeting these general
criteria are invited to a screening assessment to deter-
mine their eligibility for the trial. An initial criterion is
that patients do not have a strong preference such that
they would be unwilling to accept one of the treatments
if they were randomised to it. This is checked by PWDPs
and verified at the screening interview.

Other exclusion criteria are: presence of organic con-
dition, psychosis, drug or alcohol dependence, or
elevated clinical risk. Patients may be in receipt of medi-
cation for depression but the regime must be stable at
the point of entry to the trial. If they are in receipt of
medication, this will be recorded.

Study setting

The study is embedded within the Sheffield IAPT ser-
vices, covering potentially 93 GP practices. The popula-
tion of Sheffield is 560,000 people and the city region
has an Index of Multiple Deprivation of 17.9% placing it
as seventh most deprived core city in England. It is
ranked 60th out of 326 in terms of most deprived local
authorities in England and nearly one quarter of the
Lower Super Output Areas are within the most deprived
10% nationally.

The Sheffield IAPT service comprises four distinct
geographical sectors: southeast, southwest, north and
west. It routinely delivers both counselling and CfD
within the step 3 service as well as CBT to patients pre-
senting with depression who have not responded to a
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low-intensity treatment (step 2 in the IAPT stepped care
model). CfD counsellors and CBT therapists undertake
their IAPT work within GP practices or at a central
location thereby ensuring that accessibility for patients
receiving treatment in each locality of Sheffield is
optimal.

Psychological interventions

The psychological intervention being evaluated is CfD as
the candidate intervention against Beckian CBT, which
is acting as the comparator benchmark intervention.
Both treatments are currently offered as standard within
the IAPT service.

Counselling for Depression (CfD)

CfD [20, 21] is a form of person-centred/experiential
(PCE) therapy derived from the competences required to
deliver effective humanistic psychological therapies for
depression. CfD is drawn from those humanistic
approaches with the strongest evidence for efficacy,
based on outcomes of controlled trials (for a review, see
[12]). CfD is specifically designed to address depression
and is delivered within IAPT and related programmes.
Whilst counselling has long been available in NHS Pri-
mary Care settings, service design and treatment
approaches in practice have proved very variable.

The CfD curriculum was developed by BACP [the
British Association for Counselling and Psychotherapy,
sponsored by the UK Department of Health (DH)] and
the work of the design team informs this protocol. The
programme trains counsellors to provide a depression-
specific therapy for individual patients (in an IAPT set-
ting where a patient has not responded to low-intensity
intervention or actively opts for counselling). The CfD
competences are outlined in an IAPT-endorsed frame-
work drawn from a number of NICE-endorsed research
studies and from key texts identified by the Humanistic
Psychological Therapies Expert Reference Group that
describe the modality and underpin its effectiveness [22].
Person-centred counselling [23] and emotion-focused
therapy [24] have much in common both theoretically
and in terms of their methods. When used in combin-
ation they are often referred to as person-centred/ex-
periential therapy.

Prior to the trial commencing, we provided CfD training
to all counsellors in Sheffield IAPT that has facilitated a
move towards standardised practice and evidence-based
service evaluation. CfD training standardises counselling
work with depressed patients and aligns therapist inter-
ventions with the evidence-base underpinning NICE
guidelines. The CfD training is aimed at experienced
person-centred and humanistic practitioners as a ‘top-up’
provision. The training consisted of a 5-day taught
programme delivered across a 1 or 2-week block, followed
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by a period of supervised clinical work. During clinical
practice associated with CfD training, a minimum of 80 h
of supervised practice must be completed. Only those
who have completed the training will be included within
the trial, meaning increasing numbers of counsellors will
be included as the trial progresses. The delivery of CfD is
standardised by adoption of the text Counselling for de-
pression: A person-centred and experiential approach to
practice [25]. Manuals based on this text, the CfD theoret-
ical approach and training have been developed and pro-
vided to all counsellors to act as an on-going reference
and training resource [26].

Beckian Cognitive Behavioural Therapy (CBT)

The comparator is high-intensity CBT as delivered
within the Sheffield IAPT service. The curriculum for
high intensity CBT states that CBT is now known to be
an effective treatment option for many problems. In the
NICE guidelines for anxiety disorders and depression
CBT was strongly recommended [7].

CBT within the IAPT service comprises two protocol
driven interventions: Beckian cognitive therapy [27, 28] and
Martell's behavioural activation [29]. These interventions are
delivered by high-intensity CBT practitioners in accordance
with NICE guidance in which CBT and BA are recom-
mended for the treatment of mild to moderate depression
but only CBT for the treatment of severe depression.
Although the COBRA trial addressed the comparative effi-
cacy of BA versus CBT for depression [30] the comparator
treatment in this trial will be confined to CBT only so as to
ensure clarity of the comparator and to maximise comparison
with other trial evidence using CBT. Representing equal com-
mitment to the comparator treatment, we provide regular
‘top-up’ workshops for all Sheffield IAPT CBT practitioners,
so that all practitioners receive up-to-date training in their re-
spective treatment method prior to and during the trial.

The delivery of CBT is standardised by the adoption of
the text Cognitive behaviour therapy: Basics and beyond
(2nd edition) [28], which is available to all CBT practi-
tioners supporting the trial. In addition, a CBT Manual
has been written, termed a Clinical Practice Guide
(CPG), to guide the delivery of CBT in the trial [31].
This has been based on a similar CPM written for two
recent major UK trials of CBT: CoBaLT and COBRA
[32]. The CPM has been adapted and developed with in-
put from trial co-applicants (SK & GW) and the lead
CBT practitioner in the Sheffield IAPT service. It does
not present any new component of CBT but simply acts
as a reminder to all practitioners to adhere to the treat-
ment model being delivered.

Treatment delivery
Patients are offered a maximum of 20 sessions in either
intervention as this is the maximum number stated for
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CBT and for CfD. Accordingly the potential maximum
course of the interventions is similar for both interven-
tions. Patients only discontinue in their assigned inter-
vention if the therapist, following discussion with their
supervisor, considers there are strong clinical grounds
for doing so.

Training in the psychological models

The counsellors are required to complete 80 h CfD
experience in four 20-h blocks with these sessions being
audio-taped. It is standard practice within the IAPT
model of competencies and within Sheffield IAPT for
counsellors (and CBT therapists) to audio-record ses-
sions to receive quality supervision. This is consistent
with the CfD national curriculum.

Practitioners select one tape from each of the four
blocks of 20 tapes submitted to the expert trainers to be
assessed on a developmental trajectory. The final tape
assessment determines their competency as a CfD prac-
titioner. These standards are set out in the IAPT
national document and are, therefore, national standards
that are expected for any person working as a CfD
practitioner.

The CBT practitioners all meet the IAPT training stan-
dards. However, they will be provided with additional
training directed to ensuring that their delivery is consist-
ent with Beckian CBT. Half-day workshops will be deliv-
ered for trial therapists focusing on CBT treatment of
depression and will be led by local experts in CBT.

Clinical supervision and adherence/competency
monitoring
We will monitor and assess adherence and competence
through two methods: clinical supervision and rating of
audiotapes of therapy sessions. The benchmark adher-
ence/competence rating scales for each therapy condition
will be used: for CfD, the Person Centred and Experiential
Psychotherapy Rating Scale (PCEPS) [33] and, for CBT,
the Cognitive Therapy Scale-Revised (CTS-R) [34, 35].
Clinical supervision is carried out as standard in line
with IAPT guidelines, ensuring that only qualified CfD
supervisors supervise CfD-trained counsellors. Supervi-
sors use a simplified four-item version of the Person
Centred and Experiential Psychotherapy Scale (PCEPS)
to monitor adherence together with general competency
at their supervision sessions during the course of the
trial. For any one patient, this is carried out at sessions
2, 6 and 12 (should the patient receive that number of
sessions). This procedure ensures that adherence and
competency data are available for all patients in the trial.
CBT supervision mirrors the CfD process using a simpli-
fied four-item version of the Cognitive Therapy Scale-
Revised (CTS-R) completed by the supervisor at sessions
2, 6 and 12. These session forms are referred to as the
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Session Adherence and Competence Scale (SACS) for
CfD (SACS-CID) and for CBT (SACS-CBT).

Treatment fidelity

Regarding assessing treatment fidelity, our strategy is to
ensure that tapes from each practitioner are sampled to
establish that each treatment arm is being delivered
according to the specified standard. The procedures for
assessing treatment fidelity will be identical for both in-
terventions. The description here applies to each inter-
vention arm. The raters for the two interventions will be
independent to minimise contamination.

Stage 1 (Calibration): A sample of five tapes (one from
five practitioners selected at random) for each
intervention will be rated by national experts to
provide a target rating to be used in the training and
standardisation of subsequent ratings. The national
rater(s) for CfD will be based at the University of York
St John and for CBT at the Oxford Cognitive Therapy
Centre (OCTC).

Stage 2 (Independent fidelity ratings): Digital recordings
of sessions will be selected at random using the
following procedure. At the therapist level, for each
therapist, one case will be selected at random per block
of five seen cases (or upwards of 5). Hence, the
sampling strategy ensures that (1) all therapists are
sampled and (2) the pool of rated tapes and overall
competence ratings reflect the differential loading
carried by therapists. At the session level, for each case
sampled, the selected session will be randomly selected
from early (excluding session 1), middle or late
(excluding final session). This sampling strategy will
yield a total of 50 tapes per intervention, thereby
providing a total of approximately 100 tapes to be rated
in the trial (although the actual number may vary as a
function of numbers of therapists and the number of
sessions delivered).

Stage 3 (Independent fidelity audit): As a final check, a
small subsample of the independent fidelity ratings will
be audited by experts in the respective therapies.

Patient consent process

PWPs are the initial point of contact and gatekeepers for
entry into the trial (i.e., there is no direct GP referral or
self-referral into the trial). PWPs utilise both face-to-face
as well as telephone assessments of patients in their
work. If the PWP considers that, during their initial
assessment of the patient or their subsequent work with
them, the trial would be an appropriate course of treat-
ment, then they introduce the trial and request consent
for the research team to contact them. Appropriateness
for the trial is that a patient’s PHQ-9 score is 12 or
higher and that they present with depression and wish
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to be treated for depression. Ethics approval has also
been given for this procedure to be carried out over the
telephone. Potential participants are then sent informa-
tion on the trial and a Consent to Treatment form
together with an appointment date for an assessment
interview.

The PWP contacts the patient 2-4 days before the
screening appointment to answer any questions about the
trial and check that the patient is still willing to attend the
screening. Should the patient not wish to proceed with the
trial, the PWP will carry out the usual procedures for non-
trial patients. At the screening appointment, the patient
has the opportunity to ask any further questions before
signing consent forms to enter the trial. They are also
provided with contact information and consent to be
contacted by researchers in the future.

Diagnostic assessment

Patients attending the assessment interview are asked
again whether they have a strong preference for one or
the other treatment such that they would refuse a treat-
ment if it were offered to them. The primary measure
for determining suitability for the trial is the Clinical
Interview Schedule-Revised (CIS-R) with the require-
ment that patients meet an ICD-10 diagnosis of moder-
ate or severe depression [16]. Assessment interviews are
carried out either by Clinical Support Officers (CSOs) or
members of the research team. All assessors are trained
in using the CIS-R. If active thoughts of suicide are indi-
cated from the CIS-R, we implement a risk protocol to
inform the PWP or identified practitioner. In terms of
alcohol or substance dependency, these are determined
by specific questions from Section I (Alcohol) and
Section II (Drug) of the Mini-International Neuropsychi-
atric Interview (M.LN.L) [36], which yield diagnoses of
current alcohol or drug dependency. If a patient meets
an ICD-10 diagnosis of moderate or severe depression,
they are consented into the trial. Patients who do not
meet the criterion are talked through the reasons and re-
ferred back to the PWP. Figure 1 presents a flow study
chart of the prog