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IDENTIFYING INFORMATION AND AVAILABILITY

DISCLAIMER
DISEASE/CONDITION(S)
e Depression
¢ Generalised anxiety disorder (GAD)
e Panic disorder
e Phobias (agoraphobia without panic disorder, agoraphobia with panic

disorder, social phobias and specific [isolated] phobias)
¢ Obsessive compulsive disorder (OCD)

GUIDELINE CATEGORY

Management
Technology Assessment
Treatment
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CLINICAL SPECIALTY

Family Practice
Internal Medicine
Psychiatry
Psychology

INTENDED USERS

Advanced Practice Nurses

Nurses

Patients

Physician Assistants

Physicians

Psychologists/Non-physician Behavioral Health Clinicians

GUIDELINE OBJECTIVE(S)

To update the National Institute for Health and Clinical Excellence (NICE)
Guidance on the clinical and cost-effectiveness of computerised cognitive
behaviour therapy (CCBT) delivered alone or as part of a package of care as
compared with current standard treatments for depression and anxiety (including
phobias). In addition, obsessive compulsive disorder was included in the review.

TARGET POPULATION

Adults with depression, anxiety (including phobias) or obsessive compulsive
disorder

INTERVENTIONS AND PRACTICES CONSIDERED
Computerized cognitive behavioural therapy (CCBT)

MAJOR OUTCOMES CONSIDERED

¢ Clinical effectiveness in terms of improvement in psychological symptoms

e Effectiveness in terms of interpersonal and social functioning

e Effectiveness in terms of preference, satisfaction and acceptability of
treatment

o Cost-effectiveness

METHODOLOGY

METHODS USED TO COLLECT/SELECT EVIDENCE

Hand-searches of Published Literature (Primary Sources)
Hand-searches of Published Literature (Secondary Sources)
Searches of Electronic Databases

Searches of Unpublished Data
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DESCRIPTION OF METHODS USED TO COLLECT/SELECT THE EVIDENCE

Note from the National Guideline Clearinghouse (NGC): The National
Institute for Health and Clinical Excellence (NICE) commissioned an independent
academic centre to perform a systematic literature review on the technology
considered in this appraisal and prepare an assessment report. The assessment
report for this technology appraisal was prepared by the School of Health and
Related Research (ScHARR), University of Sheffield. (See the "Companion
Documents" field.)

Search Strategies

The search aimed to identify all references relating to the clinical and cost
effectiveness of computerised cognitive behavioural therapy for anxiety and
depressive disorders, with particular emphasis on the literature published since
the original NICE guidance (No. 51).

Sources Searched

Fifteen electronic bibliographic databases were searched, covering biomedical,
health-related, science, social science, grey literature (including current research).
A list of databases is provided in Appendix 1 of the Assessment Report (see
"Availability of Companion Documents" field). In addition, the reference lists of
relevant articles were checked and various health services research related
resources were consulted via the Internet. These included health technology
assessment (HTA) organisations, guideline producing bodies, generic research and
trials registers and specialist mental health sites. A list of these additional sources
is given in Appendix 2 of the Assessment Report (see "Availability of Companion
Documents" field).

Search Terms

A combination of free-text and thesaurus terms was used. 'Population’ search
terms (e.g., depression, anxiety, panic, agoraphobia, phobia, obsessive
compulsive disorder, etc.) were combined with 'intervention' terms (e.g., cognitive
therapy, behavio(u)r therapy, psychotherapy, etc. AND computer, computerised,
internet, computer-assisted instruction, multimedia, etc.). This was supplemented
by more specific searches on named packages, such as Overcoming Depression,
Beating the Blues, Restoring the Balance, Fearfighter, Cope, BT Steps, etc. Copies
of the search strategies used in the major databases are included in Appendix 3 of
the Assessment Report (see "Availability of Companion Documents" field).

Search Restrictions

No date, language, study or publication type restrictions were applied. This is
because the searches included an additional population group (obsessive
compulsive disorder) to the original NICE guidance.

Cost Effectiveness
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In addition to the searches conducted above, searches were conducted in Medline,
Embase, NHS EED and OHE HEED to specifically identify economic literature
relating to anxiety and depressive disorders. The methodological search filters
used are provided in Appendix 4 of the Assessment Report (see "Availability of
Companion Documents" field).

Inclusion and Exclusion Criteria
The following inclusion criteria were used.

Subjects: adults with depression or anxiety with or without depression as defined
by individual studies. To include generalised anxiety, panic disorders,
agoraphobia, social phobia and specific phobias and obsessive-compulsive
disorder.

Intervention: Cognitive behavioural therapy (CBT) delivered alone or as part of
a package of care either via a computer interface (personal computer or Internet)
or over the telephone with a computer response including the following software
packages: Beating the Blues, Overcoming Depression, FearFighter, Cope and BT
Steps.

Comparators: current standard treatments including therapist-led CBT, non-
directive counselling, primary care counselling, routine management (including
drug treatment) and alternative methods of CBT delivery (such as bibliotherapy
and group CBT).

Outcomes: Improvement in psychological symptoms, interpersonal and social
functioning, quality of life, preference, satisfaction, acceptability of treatment, site
of delivery.

Study type: Papers were assessed according to the accepted hierarchy of
evidence, whereby systematic reviews of randomised controlled trials are taken to
be the most authoritative forms of evidence, with uncontrolled observational
studies to be the least authoritative. Unpublished studies were included. Non-
randomised controlled trial (RCT) evidence was included in this review in the
absence of RCT evidence.

Studies from the previous review: Studies from the previous review of the
included software packages were included if they were RCTs. Previous non-RCT
evidence of the soft ware packages was included in this review in the absence of
RCT evidence.

The following disorders did not fall within the remit of this review:

Post traumatic stress disorder
Post-natal depression

Manic depression

Depression with psychotic symptoms
Past Tourette's syndrome
Schizophrenia

Bipolar disorder
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Psychosis

Psychosurgery

Current co-morbid major depression

Serious suicidal thoughts or unstable medical conditions in the past 6 months
Alcohol or substance abuse

Figure 1 in the Assessment Report shows a summary of study selection and
exclusion. A list of excluded studies (including excluded studies from the previous
review) is provided in Appendix 5 of the Assessment Report. (See the "Availability
of Companion Documents" field.)

NUMBER OF SOURCE DOCUMENTS
Clinical Effectiveness

Twenty studies (including 2 academic in confidence) met the inclusion criteria for
depression/anxiety and phobia/panic, ten studies of the five included software
packages and ten other studies of computerised cognitive behaviour therapy
(CCBT). With regard to the included software package studies, four of the ten
were randomised controlled trials (RCTs). Of the ten other studies included in the
review, nine were RCTs and one was a pseudo-randomised trial. An additional two
studies of CCBT as a treatment adjunct for therapist led cognitive behaviour
therapy (CBT) were also identified.

Four studies of CCBT for obsessive-compulsive disorder (OCD) were identified,
two of which were RCTs and all of the included package, BT Steps.

Cost Effectiveness

The review of published studies identified one economic evaluation of CCBT. The
only relevant study was also included in the submission of Ultrasis for Beating the
Blues (BtB). This was a cost effectiveness analysis undertaken along side a
randomised clinical trial of BtB compared to treatment as usual (TAU).

METHODS USED TO ASSESS THE QUALITY AND STRENGTH OF THE
EVIDENCE

Expert Consensus
RATING SCHEME FOR THE STRENGTH OF THE EVIDENCE
Not applicable
METHODS USED TO ANALYZE THE EVIDENCE
Systematic Review with Evidence Tables
DESCRIPTION OF THE METHODS USED TO ANALYZE THE EVIDENCE

Note from the National Guideline Clearinghouse (NGC): The National
Institute for Health and Clinical Excellence (NICE) commissioned an independent
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academic centre to perform a systematic literature review on the technology
considered in this appraisal and prepare an assessment report. The assessment
report for this technology appraisal was prepared by the School of Health and
Related Research (ScHARR), University of Sheffield. (See the "Companion
Documents" field.)

Quality Assessment Strategy

Quality assessment was based on the Critical Appraisal Skills Programme (CASP)
checklist for randomized controlled trials (RCTs), as it is user friendly and
practitioner based. The Downs & Black checklist was used for non-RCTs. Key
components of quality assessment are listed in Appendices 6 & 7, Tables 2 and 3
of the Assessment Report (see the "Availability of Companion Documents" field).

Data Extraction Strategy

All abstracts were double read and consensus obtained. All data from included
studies was extracted by one reviewer and checked by a second, using a
standardised data extraction form, and any disagreements resolved by discussion.

Data Synthesis

Studies were assessed for suitability of pooling results with regard to populations,
comparators outcomes and study type. The evidence base from the original
computerized cognitive behavioural therapy (CCBT) review was also considered.
Due to lack of sufficient similarity regarding these components, meta-analysis was
not undertaken and the results were presented in tabulated format with narrative
synthesis of the results.

Effect Sizes

Where appropriate data was provided in the studies, effect sizes were calculated
for selected outcomes. The Assessment Report staff calculated two effect sizes, a
within group effect size and a between group effect size (e.g., CCBT vs. therapist
led cognitive behaviour therapy [TCBT]). The within group effect size was
calculated as the mean change over time (i.e., initial-final) divided by the baseline
standard deviation. A positive value denotes an improvement. The between group
effect size was calculated as the difference in mean changes over time between
the groups divided by the pooled baseline standard deviations of the two groups
combined. Cohen suggests that the standardised effect sizes of 0.2 to 0.5 should
be regarded as "small", 0.5 to 0.8 as "moderate" and those above 0.8 as "large".
A positive value denotes that the first group had greater improvement compared
to the second group.

METHODS USED TO FORMULATE THE RECOMMENDATIONS
Expert Consensus

DESCRIPTION OF METHODS USED TO FORMULATE THE
RECOMMENDATIONS
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Considerations

Technology appraisal recommendations are based on a review of clinical and
economic evidence.

Technology Appraisal Process

The National Institute for Health and Clinical Excellence (NICE) invites 'consultee’
and 'commentator' organisations to take part in the appraisal process. Consultee
organisations include national groups representing patients and carers, the bodies
representing health professionals, and the manufacturers of the technology under
review. Consultees are invited to submit evidence during the appraisal and to
comment on the appraisal documents.

Commentator organisations include manufacturers of the products with which the
technology is being compared, the National Health Service (NHS) Quality
Improvement Scotland and research groups working in the area. They can
comment on the evidence and other documents but are not asked to submit
evidence themselves.

NICE then commissions an independent academic centre to review published
evidence on the technology and prepare an 'assessment report'. Consultees and
commentators are invited to comment on the report. The assessment report and
the comments on it are then drawn together in a document called the evaluation
report.

An independent Appraisal Committee then considers the evaluation report. It
holds a meeting where it hears direct, spoken evidence from nominated clinical
experts, patients and carers. The Committee uses all the evidence to make its
first recommendations, in a document called the 'appraisal consultation document'
(ACD). NICE sends all the consultees and commentators a copy of this document
and posts it on the NICE website. Further comments are invited from everyone
taking part.

When the Committee meets again it considers any comments submitted on the
ACD; then it prepares its final recommendations in a document called the ‘final
appraisal determination' (FAD). This is submitted to NICE for approval.

Consultees have a chance to appeal against the final recommendations in the
FAD. If there are no appeals, the final recommendations become the basis of the
guidance that NICE issues.

Who is on the Appraisal Committee?

NICE technology appraisal recommendations are prepared by an independent
committee. This includes health professionals working in the NHS and people who
are familiar with the issues affecting patients and carers. Although the Appraisal
Committee seeks the views of organisations representing health professionals,
patients, carers, manufacturers and government, its advice is independent of any
vested interests.
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RATING SCHEME FOR THE STRENGTH OF THE RECOMMENDATIONS
Not applicable
COST ANALYSIS

The Assessment Group identified one published economic evaluation. No formal
analyses of cost effectiveness were included in the manufacturer submissions. The
Assessment Group developed its own economic models for the three disease
areas: depression, panic/phobia and obsessive-compulsive disorder (OCD).

See Section 4.2 of the original guideline document for a detailed discussion of the
cost-effectiveness analysis.

METHOD OF GUIDELINE VALIDATION
External Peer Review

DESCRIPTION OF METHOD OF GUIDELINE VALIDATION
Consultee organizations from the following groups were invited to comment on
the draft scope, Assessment Report and the Appraisal Consultation Document

(ACD) and were provided with the opportunity to appeal against the Final
Appraisal Determination.

Manufacturer/sponsors
Professional/specialist and patient/carer groups
Commentator organisations (without the right of appeal)

In addition, individuals selected from clinical expert and patient advocate
nominations from the professional/specialist and patient/carer groups were also
invited to comment on the ACD.

RECOMMENDATIONS

MAJOR RECOMMENDATIONS

This review concerns five specific packages for the delivery of computerised
cognitive behaviour therapy (CCBT) accessed via a referral from a general
practitioner (GP): three for depression (Beating the Blues, COPE and Overcoming
Depression), one for panic/phobia (FearFighter) and one for obsessive-compulsive
disorder (OCD) (OCFighter, previously known as BTSteps).

This guidance should be read in the context of the National Institute for Health
and Clinical Excellence (NICE) Clinical Guidelines on depression, anxiety (Clinical
guidelines for the management of anxiety) and OCD.

e Beating the Blues is recommended as an option for delivering cognitive
behaviour therapy (CBT) in the management of mild and moderate
depression.
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e There is insufficient evidence to recommend the use of COPE and Overcoming
Depression as a clinically or cost-effective option for the management of
depression, except as part of ongoing or new clinical trials that are designed
to generate robust and relevant data on the clinical effectiveness of these
specific CCBT packages.

e FearFighter is recommended as an option for delivering CBT in the
management of panic and phobia.

e OCFighter (previously known as BTSteps) is not recommended as an option
for delivering CBT in the management of OCD.

e People currently using OCFighter, whether as routine therapy or as part of a
clinical trial, should have the option to continue on therapy until the person,
or the GP and/or specialist, consider it appropriate to stop.

CLINICAL ALGORITHM(S)

None provided

EVIDENCE SUPPORTING THE RECOMMENDATIONS

TYPE OF EVIDENCE SUPPORTING THE RECOMMENDATIONS

The type of evidence supporting the recommendations is not specifically stated.

BENEFITS/HARMS OF IMPLEMENTING THE GUIDELINE RECOMMENDATIONS

POTENTIAL BENEFITS

Appropriate use of computerised cognitive behaviour therapy (CCBT) for
depression and anxiety disorders

POTENTIAL HARMS

Not stated

QUALIFYING STATEMENTS

QUALIFYING STATEMENTS

This guidance represents the view of the Institute, which was arrived at after
careful consideration of the evidence available. Healthcare professionals are
expected to take it fully into account when exercising their clinical judgement. The
guidance does not, however, override the individual responsibility of healthcare
professionals to make decisions appropriate to the circumstances of the individual
patient, in consultation with the patient and/or guardian or carer.

IMPLEMENTATION OF THE GUIDELINE

DESCRIPTION OF IMPLEMENTATION STRATEGY
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Implementation and Audit

¢ National Health Service (NHS) organisations that offer treatment for people
with depression and anxiety and general practitioners (GPs) should review
their current practice and policies to take account of the guidance (see the
"Major Recommendations" field).

e Local guidelines, protocols or care pathways that refer to the care of people
with depression or anxiety should incorporate the guidance.

e To measure compliance locally with the guidance, the following criteria could
be used. Further details on suggestions for audit are presented in Appendix C
of the original guideline document.

e A person with mild or moderate depression is offered Beating the Blues
as an option for the management of the condition as outlined in the
current National Institute for Health and Clinical Excellence (NICE)
clinical guideline for the stepped-care management of depression in
primary and secondary care.

e A person with depression is offered computerised cognitive behaviour
therapy (CCBT) with COPE or Overcoming Depression only as part of
an ongoing or new clinical trial that is designed to generate robust and
relevant data on the clinical effectiveness of these specific CCBT
packages.

e A person with panic or phobia is offered the option of FearFighter as an
option for the management of the condition as outlined in the current
NICE clinical guideline for the stepped-care management of anxiety
(panic disorder, with or without agoraphobia, and generalised anxiety
disorder) in primary, secondary and community care.

e A person with obsessive-compulsive disorder (OCD) is not offered
CCBT with OCFighter. A person who is currently using OCFighter as
routine therapy or as part of a clinical trial should have the option to
continue on therapy until the person, or the GP and/or specialist,
consider it appropriate to stop.

IMPLEMENTATION TOOLS
Audit Criteria/Indicators
Patient Resources

Quick Reference Guides/Physician Guides

For information about availability, see the "Availability of Companion Documents" and "Patient
Resources" fields below.

INSTITUTE OF MEDICINE (IOM) NATIONAL HEALTHCARE QUALITY REPORT

CATEGORIES

IOM CARE NEED

Getting Better
Living with Iliness

IOM DOMAIN
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Please note: This patient information is intended to provide health professionals with information to
share with their patients to help them better understand their health and their diagnosed disorders. By
providing access to this patient information, it is not the intention of NGC to provide specific medical
advice for particular patients. Rather we urge patients and their representatives to review this material
and then to consult with a licensed health professional for evaluation of treatment options suitable for
them as well as for diagnosis and answers to their personal medical questions. This patient information
has been derived and prepared from a guideline for health care professionals included on NGC by the
authors or publishers of that original guideline. The patient information is not reviewed by NGC to
establish whether or not it accurately reflects the original guideline's content.

NGC STATUS
This NGC summary was completed by ECRI on May 26, 2006.

The National Institute for Health and Clinical Excellence (NICE) has granted the
National Guideline Clearinghouse (NGC) permission to include summaries of their
Technology Appraisal guidance with the intention of disseminating and facilitating
the implementation of that guidance. NICE has not verified this content to confirm
that it accurately reflects the original NICE guidance and therefore no guarantees
are given by NICE in this regard. All NICE technology appraisal guidance is
prepared in relation to the National Health Service in England and Wales. NICE
has not been involved in the development or adaptation of NICE guidance for use
in any other country. The full versions of all NICE guidance can be found at
www.nice.org.uk.

COPYRIGHT STATEMENT

This NGC summary is based on the original guideline, which is subject to the
guideline developer's copyright restrictions.

DISCLAIMER

NGC DISCLAIMER

The National Guideline Clearinghouse™ (NGC) does not develop, produce,
approve, or endorse the guidelines represented on this site.

All guidelines summarized by NGC and hosted on our site are produced under the
auspices of medical specialty societies, relevant professional associations, public
or private organizations, other government agencies, health care organizations or
plans, and similar entities.

Guidelines represented on the NGC Web site are submitted by guideline
developers, and are screened solely to determine that they meet the NGC
Inclusion Criteria which may be found at
http://www.quideline.gov/about/inclusion.aspx .

NGC, AHRQ, and its contractor ECRI Institute make no warranties concerning the
content or clinical efficacy or effectiveness of the clinical practice guidelines and
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