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STUDY PROTOCOL Open Access

Obsessive Compulsive Treatment Efficacy
Trial (OCTET) comparing the clinical and cost
effectiveness of self-managed therapies: study
protocol for a randomised controlled trial
Judith Gellatly1*, Peter Bower2, Dean McMillan3, Christopher Roberts4, Sarah Byford3, Penny Bee1, Simon Gilbody3,

Catherine Arundel3, Gillian Hardy5, Michael Barkham5, Shirley Reynolds6, Lina Gega7, Patricia Mottram8,

Nicola Lidbetter9, Rebecca Pedley1, Emily Peckham3, Janice Connell10, Jo Molle11, Neil O’Leary4 and Karina Lovell1

Abstract

Background: UK National Institute of Health and Clinical Excellence guidelines for obsessive compulsive disorder

(OCD) specify recommendations for the treatment and management of OCD using a stepped care approach. Steps

three to six of this model recommend treatment options for people with OCD that range from low-intensity guided

self-help (GSH) to more intensive psychological and pharmacological interventions. Cognitive behavioural therapy

(CBT), including exposure and response prevention, is the recommended psychological treatment. However, whilst

there is some preliminary evidence that self-managed therapy packages for OCD can be effective, a more robust

evidence base of their clinical and cost effectiveness and acceptability is required.

Methods/Design: Our proposed study will test two different self-help treatments for OCD: 1) computerised CBT (cCBT)

using OCFighter, an internet-delivered OCD treatment package; and 2) GSH using a book. Both treatments will be

accompanied by email or telephone support from a mental health professional. We will evaluate the effectiveness,

cost and patient and health professional acceptability of the treatments.

Discussion: This study will provide more robust evidence of efficacy, cost effectiveness and acceptability of self-help

treatments for OCD. If cCBT and/or GSH prove effective, it will provide additional, more accessible treatment options

for people with OCD.

Trial registration: Current Controlled Trials: ISRCTN73535163. Date of registration: 5 April 2011

Keywords: Obsessive compulsive disorder, Guided self-help, Computerised cognitive behaviour therapy, Cognitive

behaviour therapy, Exposure and response prevention

Background
Obsessive compulsive disorder (OCD) is a chronic and

disabling mental health condition which exhibits a chronic

course unless adequately treated [1]. The obsessions and

compulsions that characterise this disorder lead to marked

distress, are time consuming and significantly interfere

with an individual's functioning. OCD affects approxi-

mately 1.1 to 3.0% of the population [2,3].

National Institute of Health and Clinical Excellence

(NICE) guidelines for OCD [4] recommend the manage-

ment of OCD using a stepped care approach [5]. Stepped

care is viewed as a potential solution to overcoming poor

access to traditional treatments by increasing the effi-

ciency of service provision and benefit to patients. Steps 3

to 6 recommend treatment options for people with OCD

that range from low-intensity, primary care-led guided

self-help (GSH) to more intensive psychological and

pharmacological interventions. Cognitive behavioural

therapy (CBT) including exposure response prevention

(ERP) is the recommended psychological treatment.
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Low-intensity interventions (step 2) are defined by the

NICE OCD guidelines as less than 10 hours of therapist

time and include CBT (including ERP) with self-managed

materials and brief individual CBT by telephone. NICE

did not recommend computerised CBT (cCBT) as a treat-

ment, as evidence for cCBT is more limited. A systematic

review [6] of cCBT for OCD found only four studies, all

using the commercially produced software programme

OCFighter (previously known as BT Steps; CCBT Limited,

Birmingham, UK (www.ccbt.co.uk)), which found that

OCFighter showed some benefit in reduction of symp-

toms and improved work and social functioning. Over-

all, therapist-delivered CBT was more effective than

OCFighter. Although there is some preliminary evidence

that self-managed therapy packages for OCD can be

effective, a more robust evidence base of efficacy, cost

effectiveness and acceptability framed within UK National

Health Service (NHS) services is required.

Our study aims to determine: 1) the clinical and cost

effectiveness of two self-managed CBT interventions

(cCBT and GSH) compared to a CBT waiting list in the

management of adults with OCD in the short term at

3- and 6-month follow-up; 2) the clinical and cost effect-

iveness of self-managed therapies plus conventional

CBT compared to waiting list plus conventional CBT at

12-month follow-up; and 3) patient compliance and

patient and health professional acceptability of the two

self-managed therapy packages (cCBT and GSH).

Methods

Design

This study is a multi-centre randomised controlled trial

to evaluate the clinical and cost effectiveness of two self-

help packages compared to waiting list control for CBT.

Informed consent will be obtained from each participant;

those who are eligible will be individually randomised to

one of three arms: 1) a commercially produced cCBT

programme (OCFighter); 2) GSH; or 3) a waiting list for

conventional therapist-led CBT.

An internal pilot was conducted to explore the validity

of recruitment. This phase of the Obsessive Compulsive

Treatment Efficacy Trial (OCTET) was conducted over

the first nine months of the recruitment phase and was

designed to assess three questions relating to the main

trial: 1) is it feasible to recruit the numbers required for

a fully powered trial in the designated recruitment time

available? 2) Do participants remain on a CBT waiting

list for a sufficient length of time (that is, at least

3 months) to conduct an evaluation of the short-term

clinical and cost effectiveness of self-managed therap-

ies? and 3) Is it feasible to retain the proposed 6-month

outcome as the primary assessment for short term clin-

ical effectiveness?

The pilot was successful and provided evidence that

recruitment to target was feasible. At the end of the

pilot phase it was identified that it was not feasible to

use the proposed 6-month follow-up as the primary

outcome assessment, as a significant minority of patients

had already reached the top of the waiting list before start-

ing or completing the OCTET interventions. A decision

to retain the 3-month assessment as the primary outcome

assessment was made.

Randomised controlled trial

A multi-centre fully randomised controlled trial will be

conducted to evaluate two self-managed packages (cCBT

and GSH) compared to a waiting list prior to therapist-

based CBT.

The key objectives of the OCTET trial are to determine:

1) the clinical and cost effectiveness of two self-managed

CBT interventions (cCBT and GSH) compared to a CBT

waiting list in the management of OCD patients in the

short term at 3- and 6-month follow-up; 2) the clinical

and cost effectiveness of self-managed therapies plus

conventional CBT compared to waiting list plus conven-

tional CBT at 12-month follow-up; and 3) acceptability of

the two self-managed therapy packages (cCBT and GSH)

among patients and professionals.

We will randomise patients to: 1) cCBT; 2) GSH; or 3)

CBT waiting list. The primary outcome will be OCD

symptoms as measured by the Yale Brown Obsessive

Compulsive Scale (YBOCS) observer-report version [7].

Table 1 details the secondary outcomes and the tools

that will be used.

Three-month follow-up

The 3-month follow-up, as established in the pilot, is the

agreed primary outcome point. The primary outcome

point reflects CBT waiting lists, and as such will enable

us to determine an estimate of short-term clinical and

cost effectiveness of the two self-managed therapy pack-

ages compared to a CBT waiting list control. This design

will not require patients within the trial to have restricted

access to treatment beyond that already associated with

resource limitations at each site.

Twelve-month follow-up

At 12 month follow-up we would expect participants

randomised to the waiting list to have been provided

with access to conventional CBT. Participants rando-

mised to one of the self-managed packages (either cCBT

or GSH) are expected to have either remained on the

waiting list and been provided with access to conventional

CBT or improved sufficiently with the self-managed pack-

age that they no longer require conventional CBT.

The 12-month follow-up will enable us to provide a prag-

matic demonstration of the clinical and cost effectiveness
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of self-managed therapy plus or minus conventional CBT

versus waiting list followed by conventional CBT in the

longer term. We will be able to explore patterns of

longer term outcomes: 1) do patients who access self-

managed therapies improve in the short term but

relapse in the longer term? 2) Does provision of self-

managed therapies augment the benefit from conventional

CBT? 3) Do patients who access self-managed therapies

maintain longer term outcomes and have less need for

conventional CBT than those who remain on a waiting list

prior to being offered conventional CBT?

These results will provide critical information concern-

ing the longer term role of self-managed therapy packages

for OCD compared to usual care with conventional CBT.

Inclusion/exclusion criteria

Inclusion

Our target population will be adults aged 18 years and

above who: meet Diagnostic and Statistical Manual of

Mental Disorders (DSM) IV criteria for OCD (assessed

using Structured Clinical Interview for DSM (SCID)-IV

[19]); score 16 or over on the YBOCS [7] (clinical experi-

ence and previous studies suggest that only a minority of

people are referred for treatment or excluded from trials

with a YBOCS less than 16 (for example, 2.3% [20] 0%

[21], 14% [22]); are on a waiting list for therapist-led

CBT in either primary or secondary mental healthcare

settings; have the ability to read English at a level of

11 years and above.

Exclusion

We will exclude patients who: are actively suicidal; have

organic brain disease; are experiencing psychosis; meet

DSM VI criteria for drug or alcohol dependence [23];

are currently receiving a psychological treatment for

OCD; have received CBT for OCD in the last 6 months;

have literacy or language difficulties to an extent which

would preclude them from reading written or web-based

materials or conversing with a health professional.

Patients who have been prescribed or changed to an

alternative anti-depressant in the 12 weeks prior to as-

sessment will be excluded, though these patients will be

offered a further assessment following 12 weeks of

stable medication if there are no plans to increase the

medication.

Recruitment

We will screen all waiting lists in primary and secondary

care in our clinical sites and invite potentially eligible

participants to a telephone eligibility screen. We will

also apply for adoption by the Mental Health Research

Network and link with the Primary Care Research Network.

These networks, part of the National Institute of Health

Research (NIHR), are dedicated to support mental health

research projects so we can identify ways in which NHS

healthcare can be improved and to ensure maximum

patient benefit. They will assist with recruitment from clin-

ical sites to ensure that we fulfil our recruitment target.

If a participant meets the eligibility screen the researcher

will give further details of the trial, send information

leaflets and a consent form by post and offer them a

face-to-face appointment (either in the clinical site or

their own home) within seven days from the telephone

screen. At the face-to-face interview consent and baseline

measures will be taken.

We will recruit a minimum of 432 patients (assuming a

15% attrition rate, total n = 368). Recruitment will occur

over a 27-month recruitment period (including the 9-

month pilot phase). A £5.00 shopping voucher will be

given to each participant completing 3, 6 and 12 months

follow-up assessments.

Randomisation

Patients will be randomised into one of the three arms

of the trial: 1) cCBT; 2) GSH; or 3) CBT waiting list.

To ensure the removal of selection bias, allocation will

be concealed from the researchers completing assess-

ments by randomisation through a central randomisation

Table 1 Secondary outcome measures

Secondary outcomes Measured using/by

Self-reported health-related
quality of life

The Short Form (36) Health
Survey (SF-36) [8]

Self-reported OCD symptoms YBOCS self-rated [7]

Generic mental health Clinical Outcomes in Routine
Evaluation (CORE-OM) [9]

Depression Patient Health Questionnaire
(PHQ-9) [10]

Anxiety Generalised Anxiety Disorder
7 (GAD-7) [11]

Functioning Work and Social Adjustment
Scale (WSAS) [12]

Health-related quality of life EuroQoL (EQ5D) [13]

Employment status IAPT Employment Status
questions A13–A15 [14]

Patient satisfaction Client Satisfaction Questionnaire
(CSQ-8 UK) [15]

Attachment Relationship Styles
Questionnaire (RSQ) [16]

Perceived criticism Perceived Criticism Scale
(PCS) [17]

Expressed emotion Family Emotional Involvement
and Criticism Scale (FEICS) [18]

Patient progression through mental
health services/proportion of patients
not improved or partially improved
and requiring more intensive CBT

‘Pathway Questionnaire’

Patient and therapist acceptability Qualitative interviews
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service by York Clinical Trials Unit. Details of eligible con-

senting patients will be entered onto a secure web-based

system administered by the Clinical Trials Unit, which will

then provide the treatment allocation. Allocation involves

minimisation on three important factors - OCD severity

(moderate/severe) measured by self-rated YBOCS, anti-

depressant medication (yes/no) and depression (mild/mod-

erate/severe) measured by PHQ-9 - with the aim of ensur-

ing a balance across treatment arms.

To reduce detection bias, we will aim to blind researchers

undertaking outcome assessments to participants’ treat-

ment allocation. To facilitate blinding, we will use the

following procedures: 1) ensuring that the outcome

assessments conducted by researchers are completed on

different days or locations from the clinical areas in which

treatment is being conducted; and 2) asking participants

to refrain from revealing their treatment allocation at

follow-up assessments. Finally we will test blinding by

asking researchers to guess the treatment allocation of

the patient at each follow-up and to record the number

of patients who inadvertently reveal their treatment

allocation.

Sample size

In trials of non-pharmacological interventions it is

recommended that variation between care-providers is

considered in sample size estimation and statistical

analysis [24]. In this trial there could be variation by

therapist (mental health practitioners) in the two self-

managed therapies. For the comparisons of CBT waiting

list with cCBT or GSH we have assumed between-therapist

variation in the active treatment corresponding to a

partially-nested design. For the comparison of cCBT

versus GSH the same set of therapists will “supervise”

both interventions so the trial is therefore a cross-design

[25]. Sample size is estimated using the methods described

by Walwyn and Roberts [25].

We are not aware of directly relevant estimates for

intra-cluster correlation coefficient (ICC) between treat-

ments within therapists, which would be required for

sample size estimation for comparison (i) self-managed

therapy packages (cCBT versus GSH). We are also not

aware of estimates for the ICC for therapists, necessary

for sample size estimation for comparisons (ii) CBT

waiting list versus cCBT and (iii) CBT waiting list versus

GSH. We expect the ICC between treatments within

therapists to be less than half the ICC between therapists.

With a total sample size of 432 clients and 24 therapists

(average of six therapists per clinical site) each with a

caseload of six cCBT and six GSH clients the trial will

have a power greater than 80% to detect a difference of

3 YBOCS points for each comparison provided the ICC

for therapists does not exceed 0.06 and the ICC for

treatment within therapists does not exceed 0.015. This

calculation assumes a 85% follow-up rate to 3 months

(87% was achieved within Lovell and colleagues [20]), a

1.67% significance level to maintain a 5% significance

level for three pair-wise comparisons, SD for the primary

outcome YBOCS at 3 months of 7.3 units, and a correl-

ation between baseline YBOCS and 3 months YBOCS of

0.43 [20]. In the event that the ICC for therapists is less

than 0.1 and the ICC for treatment within therapists is less

than 0.05 (which would represent unexpectedly large

values), the power is still greater than 75%. By virtue of

involving a comparatively large number of therapists

the trial is therefore robust against larger ICC values

for therapists.

Interventions

Experimental group 1: computerised cognitive behavioural

therapy

OCFighter is a commercially produced cCBT programme

for people with OCD. OCFighter consists of a nine-step

CBT approach (focussed on ERP). Participants randomised

to OCFighter will be given an access ID and password

to log into the system and will be advised to use the

programme at least six times over a 12-week period.

cCBT will be offered in one of three locations according

to patient choice and local availability: 1) the patients’ own

home; 2) the home of a friend or family (if they already

have a computer and a broadband connection); 3) the

CBT department in the clinical site where the patient is

on the waiting list (if a computer in a private room operat-

ing on a weekly booking system can be provided). We will

actively encourage participants to use cCBT in their own

home as the first option.

Participants will receive six, 10-minute brief scheduled

support sessions, via telephone or face-to-face (depending

on patient preference) from a mental health practitioner

(total direct clinical input 60 minutes). The support of-

fered will consist of a brief risk assessment, ensuring

that they are able to and have accessed OCFighter, review

progress and problem solve any difficulties which are

impeding progress.

Experimental group 2: guided self-help

The GSH group will consist of a self-help book written

by the authors KL and LG. Participants will receive

weekly guidance from a mental health practitioner for

one initial session of 60 minutes (either face-to-face or

via telephone dependent on patient preference) followed

by up to ten (30-minute) scheduled telephone or face-

to-face (dependent on patient preference) sessions over

a 12 week period (total direct clinical input 6 hours). The

role of the mental health practitioner will be to conduct a

semi-structured interview, devise patient-centered goals

and explain the structure and content of the book. They

will support them to use the CBT (ERP) interventions
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described in the book, review progress, pre-empt diffi-

culties as they arise and engage in collaborative problem

solving as required.

Comparator group 3: waiting list for cognitive behavioural

therapy

Our control group will be a waiting list for conventional

therapist-led CBT (in both primary and secondary care

settings).

Training and supervision of mental health professionals

The mental health professionals supporting GSH will be

individuals who have had mental health training but do

not have specialist CBT skills.

Training will be provided for the GSH intervention by

trial applicants who have experience and expertise in

conducting CBT, GSH and cCBT. cCBT training will be

provided for OCFighter by CCBT Limited (manufacturers

of OCFighter). Training will consist of 2 days for GSH and

1 day for cCBT and will be delivered at the clinical sites.

Training will utilise a range of methods including small and

large group work and skill practice with specific feedback

using fictitious but typical cases of moderate and severe

OCD. Training manuals will be written by the trial team

and CCBT Limited and provided for both treatment arms.

Supervision will be provided on a two-weekly basis to

the mental health professionals by either clinically quali-

fied trial applicants or senior clinicians within a service.

Researchers and Clinical Study Officers involved in re-

cruitment of participants will be provided with a 1-day

extensive training session covering trial procedures and

completion of eligibility, baseline and follow-up interviews.

A proportion of the day will be spent equipping individuals

with the necessary skills to complete the clinician-rated

YBOCS. Inter-rater reliability among the researchers/

Clinical Study Officers will be employed to measure agree-

ment between ratings for the YBOCS. Top-up training will

be provided throughout the trial.

Concurrent process evaluation

Criticism has been aimed at randomised controlled trials

that only focus on pre-specified health outcomes. Process

evaluation within trials is recommended to examine key

issues such as implementation, acceptability and feasibility,

which add to the understanding of the randomised con-

trolled trial results. This study will conduct a process

evaluation to explore the barriers and facilitators of imple-

mentation by examining the extent to which: 1) patients

comply with treatment; and 2) patients and health profes-

sionals find treatment acceptable.

Patient compliance with treatment

A key aspect of any treatment is the extent to which users

complete their agreed course of treatment including

CBT between-session tasks. Treatment compliance will

be examined through recording the number of sessions

attended, and use of self-help materials. With cCBT we

will collect automated recordings of the frequency and

duration of cCBT use, and patient self-reports of time

spent between sessions doing CBT-based tasks. In the

GSH arm we will collect number, duration and mode of

contact (telephone, email or face-to-face) via mental

health practitioner records as well as patient diaries of

between-session work.

Acceptability of treatments to patients and health

professionals

Successful implementation of research into NHS practice

requires that new interventions are accepted and welcomed

by both patients and mental health professionals. Qualita-

tive interviews will be conducted post-intervention with a

subgroup of 10% of patients stratified by baseline severity

in both active intervention arms of the trial across clinical

sites. Patients will be sampled on characteristics including

gender, ethnicity and outcome. We expect to conduct

approximately 40 to 48 interviews (11 to 12 interviews

at each site). We will also conduct exit interviews with

participants who leave treatment early. A sample of 15

to 20 health professionals will be interviewed with the

aim of exploring potential barriers and facilitators to

implementing GSH and cCBT into clinical practice.

Participants will be identified from health professionals

who are working in our sites but are not treating patients

as part of our trial. The Client Satisfaction Questionnaire

will be used to compare patient satisfaction across the

treatment arms and, with other quantitative data, to

identify predictors of satisfaction.

Economic evaluation

Little evidence exists regarding the service use or costs

associated with OCD, or the cost effectiveness of alter-

native treatment strategies [26-28], with the exception of

a small number of cost of illness or costing studies

[29-31], productivity loss [32] and caregiver burden [33]

estimates. Clinical evaluations of treatment alternatives

for OCD that have included a cost or cost-effectiveness

component have been severely limited to the cost of the

interventions under evaluation, with no data collected

on the impact of the treatment options on the use of

other health and social services, patient and family costs,

or productivity losses [34-36].

The primary perspective of the economic evaluation

will be the NHS/Personal Social Services perspective

preferred by NICE. Secondary analyses will take a societal

perspective. In line with the key objectives of the proposed

trial, the following cost-effectiveness analyses will be

undertaken: 1) brief CBT (cCBT and GSH) compared

to no active intervention (that is, CBT waiting list) in
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the management of OCD patients in the short-term (3-

month follow-up, as determined during the pilot phase

described previously); 2) self-managed therapies plus

usual care (waiting list plus access to therapist-led full

CBT) versus usual care alone at 12-month follow-up.

Data will be collected on the use of all hospital and

community health and social services, productivity losses

and costs to patients/families. To the best of our know-

ledge, no OCD-specific tool for measuring use of services

and other resources exists. Instead, the Adult Service Use

Schedule (AD-SUS), a generic measure developed by

author SB and successfully applied to a range of studies

of adult mental health services [37-39], was adapted for

OCD through review of relevant literature and discussions

with the clinical team to ensure it adequately captures

resources appropriate to OCD. The adapted version

was tested at baseline interviews with participants in

the pilot phase to ensure all important resources are

captured. Intervention resources will be collected from

therapist records to ensure accuracy and avoid unblinding

research assessors.

The unit cost of study interventions will be calculated

directly using established methods of micro-costing [40].

Calculations will require data on therapist salaries, includ-

ing appropriate overheads and employers’ own costs

(national insurance and superannuation), working time

and estimates of the ratio of direct face-to-face to indirect

time. The cost of cCBT will require information on the

licensing costs, plus data on any additional purchases

of equipment required. For all other health and social

services, nationally applicable unit costs will be applied

[41-43]. Productivity losses will be calculated using the

human capital approach, which involves multiplying days

off work due to illness by the individual’s salary [44].

Statistical analysis

Statistical analyses and sample size

A full statistical analysis plan for the analysis of primary

and secondary outcome measures including any sub-group

analyses will be drafted prior to the commencement of the

trial. This will be presented to the Trial Steering Committee

(TSC) and the Data Monitoring and Ethics Committee

(DMEC) and revised prior to the start of outcome data

analysis. During the recruitment and follow-up period

regular reports will be prepared for the TSC/DMEC on

data quality.

The analyses comparing treatments will be conducted

applying the principle of intention to treat. The trial

involves the comparison of three treatments and has been

powered for a Bonferroni correction for three pair-wise

comparisons. Conditional on overall significance at a 5%

level, three pair-wise comparisons are planned between:

(1) self-managed therapy packages (cCBT versus GSH); (2)

CBT waiting list and cCBT; and (3) CBT waiting list

and GSH. Inferential analysis will be carried out using a

Bonferroni corrected significance level of 0.0167.

Analyses will be performed under the assumption of

data missing at random. However, high or differential

rates of missing data between treatment arms may indi-

cate a departure from this assumption and may lead to

bias. Should this arise sensitivity analyses will be carried

out using multiple imputation under a missing not at ran-

dom mechanism.

For the primary outcome and quantitative secondary

outcome measure the treatment effects at 3 and 12 months

will be estimated separately using a linear mixed model

with a random effect for therapist. To improve the effi-

ciency of the analysis the following baseline covariates will

be included in the model for the primary outcome: (1)

YBOC score at baseline; (2) anti-depressant medication

(yes or no); (3) depression (mild, moderate, or severe); (4)

gender; (5) age; and (6) duration of OCD (0 to 5 years, 6

to 10 years, or 10 years and over). Similar covariates will

be used for other quantitative measures. A logistic mixed

regression model will be used to estimate the effect of

the interventions on uptake of CBT by 3 months and

12 months adjusting for baseline severity (YBOCS).

Participants will not be excluded from outcome analyses

due to missing baseline covariate data. Where baseline

covariate data cannot be obtained, imputation involving

other baseline covariates will be used. Unless multiple

imputation is used for the analysis of outcome, missing

baseline data will imputed by single imputation following

the suggestion of White and Thompson [45].

Differences in mean costs will be analysed using standard

parametric t-tests with the validity of results confirmed

using bias-corrected, non-parametric bootstrapping (repeat

re-sampling) [46]. Despite the skewed nature of cost data,

this approach is recommended to enable inferences to

be made about the arithmetic mean [47]. Tests will be

adjusted for baseline cost, baseline YBOC score and

variables potentially predictive of outcome including

minimisation variables. Cost effectiveness will be explored

in terms of incremental cost per quality-adjusted life year,

calculated using the EuroQoL EQ-5D measure of health-

related quality of life, and using rules of dominance and

extended dominance for a three-arm comparison [48].

Non-parametric bootstrapping from the costs and effect-

iveness data will be used to generate a joint distribution of

incremental mean costs and effects for the three arms.

This will then be used to calculate the probability that

each of the treatments is the optimal choice, subject to

a range of possible maximum values (ceiling ratio) that

a decision maker might be willing to pay for a unit

improvement in outcome. Cost effectiveness acceptability

curves are presented by plotting these probabilities for a

range of possible values of the ceiling ratio [49]. These

curves are a recommended decision-making approach to
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dealing with the uncertainty that exists around the esti-

mates of expected costs and expected effects associated

with the interventions under investigation [50].

Analysis of acceptability interviews

Acceptability interviews will be transcribed verbatim and

data will be analysed using Framework analysis [51]. An

initial coding framework will be developed and transcripts

checked against the framework to ensure that there are no

significant omissions. Codes in each interview will be

examined across individual transcripts as well as across

the entire data set and allocated to the framework. Using

aspects of the constant comparative method of analysis

broader categories using linking codes will be developed

across interviews. Data will be interpreted and analysed

within the framework to structure patients’ views about

each intervention and reasons for leaving the intervention

early.

Ethics

Ethical approval for this randomised controlled trial has

been granted by Lancaster Research Ethics Committee

11/NW/0276.

Patient and public involvement/user engagement

Service user input, involvement and dissemination of the

proposed study comes from Nicola Lidbetter (applicant),

Chief Executive of Anxiety UK. We have strong links

with Anxiety UK and currently have a number of funded

studies (including both a NIHR programme grant and an

NIHR Health Technology Assessment programme (HTA)

grant) and unfunded collaborative studies (a qualitative

study of CBT telephone acceptability for anxiety and

depression, applicants KL, PB and NL). In addition we

will also invite members of a CCBT OCD subgroup of

the Patient and Public Involvement in Research Group

in Norfolk who have agreed to be part of a consultation

group. Our service user representation will also include

assisting us in developing the interview schedules for

the acceptability interviews. We will also offer service

users training in interviewing if they wish to conduct a

proportion of the interviews and they will contribute to

the analysis of the interviews and assist in the writing

of publications. A proportion of NL’s time will be funded

through the grant. A consultancy fee will be paid to par-

ticipating members of the patient and public involvement

in the research group.

The Trial Steering Committee and Data Monitoring and

Ethics Committee

Independent supervision of the trial will be conducted

by members of the TSC. The TSC will comprise of an

independent chair who has expertise in both trials and

OCD and two other independent members including a

user representative who has had lived experience with

OCD and a clinician working with people with OCD.

The principal investigator along with the trial manager

will attend and the trial statistician will be invited when

appropriate.

A DMEC will be established to assess the progress and

safety of the study. It will consist of members external to

the study team including a statistician, a clinician and an

expert in health services trials. A DMEC report template

will be devised for reporting purposes and agreed by the

DMEC committee prior to the commencement of the

study.

Forecast execution dates

The set-up of the trial commenced in September 2011

and was complete in January 2012. Recruitment of par-

ticipants from CBT waiting lists started in a number of

sites in February 2012 and will be complete in May

2014. The pilot phase ended in October 2012 at which

point recruitment to the full trial began. Follow-up

started in May 2012, and the final 12-month follow-ups will

be conducted in May 2015. Data analysis will commence

in May 2015. Training of mental health practitioners was

ongoing throughout the trial with the last training taking

place in January 2014.

Protocol changes

Since the trial commenced a number of protocol changes

have been made. These are detailed in Table 2.

Discussion
The proposed trial is being conducted to explore if the

interventions (GSH and cCBT), designed to provide more

rapid and efficient access to patients with OCD, are

effective. Once complete it will be the largest OCD

psychological therapy trial worldwide. Some barriers

have been identified that may impact upon recruitment

and completion of the trial to time.

Participant identification methods

The core recruitment method adopted is screening existing

CBT waiting lists for potentially eligible patients. These

lists were expected to be long and thus containing a large

number of patients who may be amenable to participation

in OCTET while they waited, as participation allowed

them to remain on the waiting list. Similar methods (large

scale screening patients from registers or other existing

lists of potentially eligible patients) have underpinned a

number of our successful trials with other mental health

populations.

During the initial stages of the trial set-up, the Depart-

ment of Health wrote to sites, requiring that patients

be offered more rapid access to treatment as part of the

Improving Access to Psychological Therapies (IAPT)
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initiative. The effect was that many patients potentially

eligible for OCTET were ‘removed’ from the waiting list

and offered access to a ‘low-intensity’ intervention. In

many cases, these interventions were in line with current

good practice, but were not evidence based, as few were

OCD-specific or recommended by the NICE guidelines.

However, such patients were lost to the OCTET recruit-

ment procedure, significantly reducing the numbers of

potentially eligible patients who could be contacted. In

addition, the waiting list initiatives resulted in many

patients who were already participating in the trial

being offered a CBT appointment prior to the primary

outcome point.

Governance issues

Governance delays also led to delays in the commence-

ment of recruitment. On the assumption that governance

agreement should be available within 30 days of submis-

sion it was estimated that delays across sites would

approximate to 10% loss of capacity (or the equivalent of

one site in the initial stages of recruitment).

In response to these issues, which may impact upon trial

completion, decisions have been made to recruit add-

itional sites and identify new recruitment strategies such

as invitation letters being sent to all patients currently

waiting for a CBT appointment, not restricted to those

who have an indication of OCD in their NHS records.

Trial status

We are currently in the final stage of recruiting

participants.

Abbreviations

AD-SUS: Adult Service Use Schedule; CBT: cognitive behavioural therapy;

cCBT: computerised cognitive behavioural therapy; CORE-OM: Clinical

Outcomes in Routine Evaluation Outcome Measure; CSQ: Client Satisfaction

Questionnaire; DMEC: Data Monitoring and Ethics Committee; DSM: Diagnostic

and Statistical Manual of Mental Disorders; EQ5D: EuroQoL; ERP: exposure and

response prevention, FEICS, Family Emotional Involvement and Criticism Scale;

GAD-7: Generalised Anxiety Disorder Assessment; GSH: guided self-help;

IAPT: Improving Access to Psychological Therapies; ICC: intra-cluster correlation

coefficient; NHS: National Health Service; NICE: National Institute of Health and

Clinical Excellence; NIHR: National Institute of Health Research; OCD: obsessive

compulsive disorder; OCTET: Obsessive Compulsive Treatment Efficacy Trial;

PCS: Perceived Criticism Scale; PHQ-9: Patient Health Questionnaire;

RSQ: Relationship Styles Questionnaire; SCID: Structured Clinical Interview

for DSM Axis 1 Disorders; SF-36: The short form (36) Health Survey; TSC: Trial

Steering Committee; WSAS: Work and Social Adjustment Scale; YBOCS: Yale

Brown Obsessive Compulsive Scale.

Competing interests

The authors declare that they have no competing interests.

Authors’ contributions

JG manages the trial, leads the service user acceptability evaluation and

drafted the manuscript. PBo participated in the design of the trial and

assisted with drafting the manuscript. DM coordinates one of the trial sites

and assisted with drafting the manuscript. CR participated in the design of

the study, developed the statistical analysis plan and assisted with drafting

the manuscript. SB leads the economic evaluation and assisted with drafting

the manuscript. PBe leads one of the trial sites and the health professional

acceptability evaluation. SG assisted with the design of the trial and leads

one of the trial sites. CA manages the trial and coordinates data collection.

GH and MB assisted with the design of the trial and lead one of the trial

sites. SR assists with the coordination of one of the trial sites. LG developed

the GSH intervention manual, trained health professionals and assisted with

the coordination of one of the trial sites. PM provides research governance

support. NL provides service user input. RP, EP, JC and JM are lead researchers

and coordinate the collection of data and support researchers at their sites. NO

assisted with the development of the statistical analysis plan. KL is chief

investigator, led the design of the trial, developed the GSH intervention manual,

trained health professionals and assisted with the drafting of the manuscript. All

authors read and approved the final manuscript.

Acknowledgements

This project was funded by the National Institute for Health Research (project

number 09/81/01). The views and opinions expressed therein are those of the

authors and do not necessarily reflect those of the HTA, NIHR, NHS or the

Department of Health. We would like to acknowledge the support of everyone

involved in the trial including the Mental Health Research Network, all Trust

sites and psychological wellbeing practitioners.

Author details
1School of Nursing, Midwifery & Social Work, The University of Manchester,

Manchester, UK. 2Centre for Primary Care, The University of Manchester,

Manchester, UK. 3Department of Health Sciences, University of York, York, UK.
4School of Epidemiology and Health Sciences, The University of Manchester,

Manchester, UK. 5Department of Psychology, University of Sheffield, Sheffield,

UK. 6School of Psychology and Clinical Language Sciences, University of

Reading, Reading, UK. 7Insight Healthcare, Newcastle Upon Tyne, UK.

Table 2 Protocol changes made since the trial commenced

Aspect of trial Changes made

Inclusion/exclusion criteria Individuals no longer excluded if they have received CBT for OCD in the last 6 months

Individuals no longer excluded if they have started or changed dose of anti-depressant medication
within the last 12 weeks

Minimisation criteria Addition of chronicity to minimisation criteria (defined as duration of OCD: 0 to 5 years/6 to 10 years/
10 years and over)

Primary outcome point changed from 6 months to 3 months following pilot evaluation

Outcomes Removal of SCID-IV, replaced by Mini-international neuropsychiatric interview (M.I.N.I) and Clinical
Interview Schedule Revised (CIS-R)

Inclusion of Client Satisfaction Questionnaire (CSQ-8 UK) at 6-month follow-up

Recruitment Submission of mail shot letter to address recruitment issues

Addition of new recruitment strategies (advert for radio, press and social media)

Asking participants to wait 12 weeks for their full CBT appointment

Gellatly et al. Trials 2014, 15:278 Page 8 of 10

http://www.trialsjournal.com/content/15/1/278



8Cheshire and Wirral Partnership NHS Foundation Trust, Wallasey, UK.
9Anxiety UK, Manchester, UK. 10ScHARR, University of Sheffield, Sheffield, UK.
11Norwich Medical School, University of East Anglia, Norwich, UK.

Received: 9 June 2014 Accepted: 1 July 2014

Published: 10 July 2014

References

1. Marks IM: Fears, Phobias and Rituals: Panic Anxiety, and their Disorders.

Oxford: Oxford University Press; 1987.

2. Torres AR, Prince MJ, Bebbington PE, Bhugra D, Brugha TS, Farrell M, Jenkins R,

Lewis G, Meltzer H, Singleton N: Obsessive-compulsive disorder: prevalence,

comorbidity, impact and help-seeking in the British National Psychiatric

Morbidity Survey of 2000. Am J Psychiatry 2006, 163:1978–1985.

3. Bland RC, Newman SC, Orn H: Period prevalence of psychiatric disorders

in Edmonton. Acta Psychiatr Scand 1988, 77(Suppl 338):33–42.

4. National Institute for Health and Clinical Excellence: National Clinical Practice

Guideline Number 31: Obsessive Compulsive Disorder: Core Interventions in the

Treatment of Obsessive Compulsive Disorder and Body Dysmorphic Disorder.

London: National Institute for Health and Care Excellence; 2006.

5. Bower P, Gilbody S: Stepped care in psychological therapies: access

effectiveness and efficiency. Narrative literature review. Br J Psychiatry

2005, 186:11–17.

6. Kaltenthaler E, Brazier J, De Nigris E, Tumur I, Ferriter M, Beverley C, Parry G,

Rooney G, Sutcliffe P: Computerised cognitive behaviour therapy for

depression and anxiety update: a systematic review and economic

evaluation. Health Technol Assess 2006, 10:1–168.

7. Goodman WK, Price LH, Rasmussen SA, Mazure C, Fleischmann RL, Hill CL,

Heninger GR, Charney DS: The Yale-Brown obsessive compulsive scale: 1.

Development, use and reliability. Arch Gen Psychiatry 1989, 46:1006–1011.

8. Ware JE, Sherbourne CD: The MOS 36-item Short-Form Health Survey (SF-36):

I. Conceptual framework and item selection. Med Care 1992, 30:473–483.

9. Evans C, Mellor-Clark J, Margison F, Barkham M, Audin K, Connell J, McGrath

G: CORE: Clinical Outcomes in Routine Evaluation. J Ment Health 2000,

9:247–255.

10. Spitzer RL, Kroenke K, Williams JB: Validation and utility of a self-report ver-

sion of PRIME-MD: the PHQ primary care study. JAMA 1999, 282:1737–1744.

11. Spitzer RL, Kroenke K, Williams JB, Lowe B: A brief measure for assessing

generalized anxiety disorder: the GAD-7. Arch Intern Med 2006, 166:1092–1097.

12. Mundt JC, Marks IM, Greist JH, Shear K: The work and social adjustment

scale: a simple accurate measure of impairment in functioning. Br J

Psychiatry 2002, 180:461–464.

13. Brooks R, Rabin R, de Charro F: The Measurement and Valuation of Health

Status using EQ-5D: A European Perspective. Dordrecht, The Netherlands:

Kluwer Academic Publishers; 2003.

14. IAPT Employment Status Questions. http://www.iapt.nhs.uk/data/.

15. Larsen DL, Attkisson CC, Hargreaves WA, Nguyen TD: Assessment of Client/

patient satisfaction: development of a general scale. Eval Program Plann

1979, 2:197–207.

16. Griffin DW, Bartholomew K: The metaphysics of measurement: the case of

adult attachment. In Advances in Personal Relationships: Attachment

Processes in Adult Relationships, Volume Volume 5. Edited by Bartholomew K,

Perlman DP. London: Jessica Kingsley; 1994.

17. Hooley JM, Teasdale JD: Predictors of relapse in unipolar depressives:

expressed emotion, marital distress, and perceived criticism. J Abnorm

Psychol 1989, 98:229–235.

18. Shields CG, Franks P, Harp JJ, McDaniel SH, Campbell TL: Development of the

Family Emotional Involvement and Criticism Scale (FEICS): a self-report

scale to measure expressed emotion. J Marital Fam Ther 1992, 18:395–407.

19. First MB, Spitzer RL, Gibbon MW, Janet BW: Structured Clinical Interview for

DSM-IV-TR Axis I Disorders, Research Version, Non-patient Edition. (SCID-I/NP).

New York: Biometrics Research, New York State Psychiatric Institute; 2002.

20. Lovell K, Cox D, Haddock G, Jones C, Raines D, Garvey R: Telephone

administered cognitive behaviour therapy for treatment of obsessive

compulsive disorder: randomised controlled non-inferiority trial. Br Med J

2006, 333:883.

21. Anderson RA, Rees CS, Clare S: Group versus individual cognitive-behavioural

treatment for OCD: a controlled trial. Behav Res Ther 2007, 45:123–137.

22. Tolin KL, Hannan DF, Maltby S, Diefenbach N, Worhunsky P, Brady RE: A RCT

of self-directed versus therapist-directed CBT for OCD patients with prior

medication trials. Behav Ther 2007, 38:179–191.

23. Sheehan DV, Lecrubier Y, Sheehan KH, Amorim P, Janavas J, Weiller E,

Herqueta T, Baker R, Dunbar GC: The Mini-International Neuropsychiatric

Interview (M.I.N.I.): the development and validation of a structured

diagnostic psychiatric interview for DSM-IV and ICD-10. J Clin Psychiatry

1998, 59(Suppl 20):22–33.

24. Boutron I, Moher D, Altman DG, Schulz K, Ravaud P, CONSORT group:

Extending the CONSORT Statement to randomized trials of non-

pharmacologic treatment: explanation and elaboration. Ann Intern Med

2008, 148:295–309.

25. Walwyn R, Roberts C: Therapist variation within randomised trials of

psychotherapy: implications for precision, internal and external validity.

Stat Methods Med Res 2010, 19:291–315.

26. Bower P, Garralda E, Kramer T, Harrington R, Sibbald B: The treatment of

child and adolescent mental health problems in primary care: a

systematic review. Fam Pract 2001, 18:373–382.

27. Knapp M, Henderson J, Patel A: Costs of obsessive-compulsive disorder: a

review. In Obsessive-compulsive disorder. Edited by Maj M, Sartorius N,

Okasha A, Zohar J. Chichester: John Wiley & Sons Ltd; 2002:253–275.

28. Barlow JH, Ellard DR, Hainsworth JM, Jones FR, Fisher A: A review of

self-management interventions for panic disorders phobias and

obsessive-compulsive disorders. Acta Psychiatr Scand 2005, 111:272–285.

29. Dupont RL, Rice DP, Shiraki S, Rowland CR: Economic costs of obsessive

compulsive disorder. Med Interface 1995, 8:102–109.

30. Leon AC, Portera L, Weissman MM: The social costs of anxiety disorders.

Br J Psychiatry 1995, 166(Suppl 27):19–22.

31. Hollander E, Broatch J, Himelein C, Rowland C, Stein D, Kwon J: Psychosocial

function and economic costs of obsessive-compulsive disorder. CNS Spectr:

Int J Neuropsy Med 1997, 2:16–25.

32. National Institute of Mental Health: A Real Illness: Obsessive-Compulsive Disorder.

Bethesda MD: National Institute of Mental Health, National Institutes of Health,

US Department of Health and Human Services; 2000. NIH Publication

No:00–4676.

33. Kalra H, Kamath P, Trivedi JK, Janca A: Caregiver burden in anxiety

disorders. Curr Opin Psychiatry 2008, 21:70–73.

34. McCrone P, Marks IM, Greist JH, Baer L, Kobak KA, Wenzel KW, Hirsch MJ:

Cost-effectiveness of computer-aided behaviour therapy for OCD.

Psychother Psychosom 2007, 76:249–250.

35. Marks IM, Mataix-Cols D, Kenwright M, Cameron R, Hirsch S, Gega L: Pragmatic

evaluation of computer-aided self-help for anxiety and depression.

Br J Psychiatry 2003, 183:57–65.

36. Gega L, Marks I, Mataix-Cols D: Computer-aided CBT self-help for anxiety and

depressive disorders: experience of a London clinic and future directions.

J Clin Psychol 2004, 60:147–157.

37. Barrett B, Byford S, Crawford MJ, Patton R, Drummond C, Henry JA, Touquet

R: Cost-effectiveness of referral to an alcohol health worker in patients

attending an accident and emergency department: a decision-making

approach. Drug Alcohol Depend 2006, 81:47–54.

38. Bower P, Byford S, Sibbald B, Ward W, King M, Lloyd M, Gabbay M:

Randomised controlled trial of non-directive counselling, cognitive-

behaviour therapy, and usual general practitioner care for patients with

depresion. II: cost effectiveness. Br Med J 2000, 321:1389–1392.

39. Byford S, Knapp M, Greenshields J, Ukoumunne OC, Jones V, Thompson S,

Tyrer P, Schmidt U, Davidson K, Catalan J: Cost-effectiveness of brief

cognitive behaviour therapy versus treatment as usual in recurrent

deliberate self-harm: a rational decision making approach. Psychol Med

2003, 33:977–986.

40. Drummond MF, O'Brien B, Stoddart GL, Torrance GW: Methods for the

Economic Evaluation of Health Care Programmes. 2nd edition. Oxford: Oxford

University Press; 1997.

41. Curtis L: The Unit Costs of Health and Social Care 2008 Personal Social Services

Research Unit. Canterbury: University of Kent; 2008.

42. Department of Health: NHS Reference Costs 2008. London: Department of

Health; 2008.

43. British Medical Association & Royal Pharmaceutical Society: British National

Formulary. London: British Medical Association; 2008.

44. Koopmanschap MA, Rutten F: A practical guide for calculating indirect

costs of disease. Pharmacoecon 1996, 10:460–466.

45. White IR, Thompson SG: Adjusting for partially missing baseline

measurements in randomized trials. Stat Med 2005, 24:993–1007.

46. Efron B, Tibshirani RJ: An Introduction to the Bootstrap. New York: Chapman &

Hall; 1993.

Gellatly et al. Trials 2014, 15:278 Page 9 of 10

http://www.trialsjournal.com/content/15/1/278

http://www.iapt.nhs.uk/data/


47. Thompson SG, Barber JA: How should cost data in pragmatic randomised

trials be analysed? Br Med J 2000, 320:1197–1200.

48. Johannesson M, Weinstein MC: On the decision rules of cost-effectiveness

analysis. J Health Econ 1993, 12:459–467.

49. Fenwick E, Sculpher M, Claxton K: Representing Uncertainty: the Role of Cost-

Effectiveness Acceptability Curves. York: Centre for Health Economics; 2000.

50. Claxton K: The irrelevance of inference: a decision-making approach to

the stochastic evaluation of health care technologies. J Health Econ 1999,

18:341–364.

51. Ritchie J, Spencer L, O'Connor W: Carrying out qualitative analysis. In

Qualitative Research Practice. Edited by Ritchie J, Lewis J. London: Sage

Publications; 2003.

doi:10.1186/1745-6215-15-278
Cite this article as: Gellatly et al.: Obsessive Compulsive Treatment
Efficacy Trial (OCTET) comparing the clinical and cost effectiveness of
self-managed therapies: study protocol for a randomised controlled trial.
Trials 2014 15:278.

Submit your next manuscript to BioMed Central
and take full advantage of: 

• Convenient online submission

• Thorough peer review

• No space constraints or color figure charges

• Immediate publication on acceptance

• Inclusion in PubMed, CAS, Scopus and Google Scholar

• Research which is freely available for redistribution

Submit your manuscript at 
www.biomedcentral.com/submit

Gellatly et al. Trials 2014, 15:278 Page 10 of 10

http://www.trialsjournal.com/content/15/1/278


	Abstract
	Background
	Methods/Design
	Discussion
	Trial registration

	Background
	Methods
	Design
	Randomised controlled trial
	Three-month follow-up
	Twelve-month follow-up

	Inclusion/exclusion criteria
	Inclusion
	Exclusion

	Recruitment
	Randomisation
	Sample size
	Interventions
	Experimental group 1: computerised cognitive behavioural therapy
	Experimental group 2: guided self-help
	Comparator group 3: waiting list for cognitive behavioural therapy

	Training and supervision of mental health professionals
	Concurrent process evaluation
	Patient compliance with treatment
	Acceptability of treatments to patients and health professionals

	Economic evaluation
	Statistical analysis
	Statistical analyses and sample size
	Analysis of acceptability interviews

	Ethics
	Patient and public involvement/user engagement
	The Trial Steering Committee and Data Monitoring and Ethics Committee
	Forecast execution dates
	Protocol changes

	Discussion
	Participant identification methods
	Governance issues

	Trial status
	Abbreviations
	Competing interests
	Authors’ contributions
	Acknowledgements
	Author details
	References

