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EXECUTIVE SUMMARY

The purpose of this review isto scope the main issues regarding choice of patient-
reported outcome measures (PROMS) for use in relation to depression and anxiety in a
genera population setting and to provide an overview of evidence for more
commonly used or recommended instruments currently in the NHS. The context of
the review isthe potential for further exploration of the use of PROMsin the NHS to
assess quality and outcomes of services. The review does not therefore examine
related but distinct issues regarding PROM s used to screen for mental health. Nor
does the review consider issues of patient experience or satisfaction with care.

The search strategy for this review was based on a decision to confine attention to
those PROMs that have received significant recent attention in the NHS either
through policy or professional recommendations or frequency of use.

Nine specific measures are reviewed and two broader classes of measure; preference
measures and recovery measures

A number of strategic considerations were identified that needed to be addressed prior
to selecting PROMs for further testing for use in the NHS. A first general issue that
needs to be considered is whether to devel op an approach to outcome assessment in
relation to depression and anxiety separately. A second genera issue that needs to be
considered in determining a strategy for use of PROMs in depression and anxiety is
the extent to which the focus should be on symptoms and symptom reduction or on
broader aspects of function and health-related quality of life. A third considerationis
whether a PROMSss strategy for depression and anxiety should build on currently
established uses of such PROMs in primary care. A fourth issueisto consider
whether longitudinal change within individualsis alikely feature of future
applications and whether stronger evidence of responsivenessis required from
instruments than is currently available.

Evidence for most instruments as measures of outcome in populations was more
limited than is often the case with PROMs for physical health. Research has tended to
focus on uses such as screening. No compelling evidence for a condition-specific
PROM was found athough PHQ-9 has supportive evidence and is likely to be broadly
acceptable. There are logistic advantages to using an instrument more broadly
applicable to depression and anxiety. The CORE-OM seems particularly appropriate
although it needs to be asked whether it has been tested against the full spectrum of
presentations and interventions for depression and anxiety in primary care. If a
preference measure is needed, there is sufficient evidence to prefer EQ-5D. Whilst
recovery measures address distinct issues such as hope and recovery that are thought
of major importance to users, more evidence is needed before any specific PROM can
be high-lighted.

The evidence is that health professionals are still not strongly convinced of the value
of PROMs. Moreover thereis evidence that response rates in follow-up of patientsvia
PROMSs are moderate. In addition to debate about most promising PROMS,
consideration has to be given to the logistics of administering PROMs for mental
health.






AN OVERVIEW OF PATIENT-REPORTED OUTCOME MEASURES FOR
PEOPLE WITH ANXIETY AND DEPRESSION

Purpose of review

The purpose of this review isto scope the main issues regarding choice of patient-
reported outcome measures (PROMS) for use in relation to depression and anxiety in a
genera population setting and to provide an overview of evidence for more
commonly used or recommended instruments currently in the NHS. The context of
the review isthe potential for further exploration of the use of PROMsin the NHS to
assess quality and outcomes of services. The review does not therefore examine
related but distinct issues regarding PROM s used to screen for mental health. Nor
does the review consider issues of patient experience or satisfaction. A full
systematic review of all PROMs in the context of depression and anxiety would be
unwieldy given the very large number of instruments and substantial evidencein
relation to some measures. The review is more amore limited scoping review of
more promising or plausible measures.

The philosophy behind the review isthat in principle a measure or small number of
measures might eventually be identified that could be recommended for more general
and standard use in relation to services for depression and anxiety in NHS, following
the model of the process that resulted in PROMs being identified to monitor quality
and outcomes for specific elective surgical procedures.

I ntroduction

The World Health Organi sation recognizes depression as a major health problem
which impacts on patient functioning, work productivity and healthcare utilisation
(Kroenke et a., 2008). The number of people who experience depression each year in
the UK is estimated to be 2.6 million with associated direct costs of treating
depression as well as cost to the economy in lost output, tax receipts and benefit
payments. It is not clear though about the direction of association between the
financia implications of depression and anxiety, for example, whether debt and
financia burden is one of the causes or effects (APMS 2007).

There is now recognition of the morbidity associated with depression and anxiety and
whilst there remains a huge focus on the management of depression in primary and
secondary care and for people with LTCs, mental health of the whole community is
priority. Often, anxiety and depression are under diagnosed, are relapsing conditions
and often patients either do not seek treatment or fail to adhere to treatment. Risk
factorsinclude increasing age, female, education, family history of depression, SF-12
scores, employment difficulties and experiences of discrimination (King et a., 2006,
2008).

UK policy context

The promotion of good mental health is the focus of recent policy consultation- New
Horizons; Towards a shared vision for mental health, Consultation (2009). This



details a strategy to promote good mental health and well-being by improving services
for people who have mental health problems. These strategies build on the NSF for
Mental Health (1999) as well as supporting the delivery of the NHS Next Stage
Review (Darzi 2008) and have several overarching aims but specifically:

e Toimprove mental health and well-being of the population
e Toimprove quality and accessibility of services for people with poor mental
health.

Early recognition of mental ill-health is essential to be able to prevent the long-term
consequences of mental health problems by enabling early interventions (DH. 2009).
The New Horizons strategy is focused on child, adult and older peopl€’ s mental

health; tackling diversity and ensuring equality and socia justice. Social exclusionis
both a cause and consequence of mental health problems; stigma and discrimination
have negative effects on mental health. High quality careis featured within the
consultation with reference to clinical effectiveness of interventions and care
pathways which are evidence based. Quality of life of service usersis considered to be
the centre of service design and delivery.

It has been ten years since the publication of the National Service Framework for
Mental Health (1999) and other associated policies which set out standards and
guidance for the promotion of mental health. The ten year programme of reform set
out in the NSF standards were to promote mental health; increase access to services;
and to ensure that primary and secondary service models were effective (Appleby.
2007). The NHS plan (2000) identified mental health as one of the key clinical
priorities with particular emphasis on strengthening community services for people
with mental illness. Following this the Department of Health (DH) commissioned the
National Institute for Clinical Excellence (NICE) to develop evidence-based
guidelines for the main mental disorders including two which were specific to
depression (2004) and anxiety (2004; 2007). The depression guidance has currently
been updated and published and includes the management of depression in primary
care and for patients with long-term conditions (LTC) (NICE 2009).

The NICE (2004, 2009) guidance includes recommendations for depression screening
to be undertaken in primary and secondary care for high-risk groups- those with
previous history of depression, significant physical illness causing disability and other
mental health problems such as dementia. This should be conducted in 2 stages.
Firstly, screening should include the use of two questions concerning mood and
interest referred to as the Whooley questions™:

e During the last month, have you been bothered by feeling down, depressed or
hopel ess?

e During the last month, have you often been bothered by having little interest
or pleasure in doing things?

Secondly, a positive response to these questions suggests a person may be at risk of
or actually experiencing depression and should be referred to an appropriately trained

! The PHQ-2 was referred to in previous NICE guidance (2004)



healthcare professional for further comprehensive mental health assessment including
mental health state and associated functioning, interpersonal and socia difficulties.
The guidance suggests that healthcare professionals may consider using a validated
measure of symptoms, functions and or disability to inform and evaluate treatment
(NICE 2009) but that assessment should include severity, duration and course.

It has been reported that GPs are more likely to detect severe depression in their
patients unassisted but that those with mild depression and less symptoms are less
likely to be identified (NICE. 2009). Furthermore, a meta-analysis of the accuracy of
unassi sted diagnoses of depression by GPs suggests that there are a high number of
false positive cases identified. It is suggested that diagnosis could be improved by re-
assessment of those who might be depressed (Mitchell et a., 2009).

Using diagnostic criteriafor depression is problematic as outlined by NICE (2009).
Thresholds for identifying depressive episodes using DSM-1V or ICD-10 differ
namely by the number of symptoms present. It is suggested that it may be possible
that more people are identified as depressed using ICD-10 (NICE. 2009). NICE
guidance considers the DSM-IV to be of more value and it is the reference frame for
the evidence base of recommendations.

The management of depression

NICE (2004,2009) based on the evidence, made recommendations for a Stepped Care
approach to the management of depression to ensure that patient receive the most
effective interventions for the severity of their symptoms. Psychological therapies
were recommended for the management of depression, anxiety and related disorders.
These recommendations are supported by good evidence of increased compliance and
tolerability of psychological therapies compared to other treatments.

Despite these recommendations, at the time, there was alack of therapists to provide
such therapies and increased funding was made available. Severa other reports and
policies led to the development of guidance and initiatives' to increase accessto such
treatments. A report by Lord Layard (London School of Economics, 2006) supported
apolicy to promote access to psychological therapies to decrease the psychiatric
burden of depression and anxiety and also the economic burden to the person
suffering with the condition. In addition he argued that there would be economic
benefits by reducing the loss of output to society and by reducing healthcare costs.
Furthermore, the publication of Our health, Our Care, Our Say by the DH (2005)
provided guidance for further development of community health and social care
services and more personalised care for people with health problems.

The Increased Access to Psychological Therapies (IAPT) programme was the
outcome of these reports and guidance and initiated by the DH in 2005 with the
principal aim of supporting Primary Care Trusts (PCTs) in implementing NICE
guidance. Additional funding was provided to support the implementation process. An
outcome framework for the collection of service level performance indicators and
individual patient health outcomes to monitor progress and for benchmarking was
developed (DH, 2008). Thiswill be discussed further in this document.



The measur ement of outcomesin mental health

The measurement of outcomesis not new to the mental health sector. It has become
central to policy for patient monitoring and service development (Evans et al., 2006).
Furthermore, the collection of Mental Health Minimum Dataset (MHMDS) has been
compulsory for NHS providers since April 2003 (NSF 1999). The MDS was

devel oped to provide information for the planning and monitoring of services. This
can be achieved at patient level with the monitoring of outcomes of care and
nationally as part of monitoring services.

The DH Mental Health Information Strategy (2001) introduced mental health
electronic records and set out a minimum dataset for the evaluation of services with
clinical data collected by mental health professiona using the Health of the Nations
Outcome Scale (HONOS). The HONOS system was devel oped to measure the health
and social functioning of people with severe mental illness and was recommended in
the NSF for Mental Health (1999). It isaclinica rating system and assessments are
made by trained mental health care professionals. Outcome measurement has
traditionally been driven by such clinician-assessed methods but alongside thisis the
drive nationally to measure outcomes from the patient’ s perspective.

Methods of thisreport

The search strategy for this review was based on a decision to confine attention to
those PROMs that have received significant recent attention in the NHS either
through policy or professional recommendations or frequency of use.

The primary source of evidence was the bibliographic database compiled by the
PROM group with funding from the Department of Health and hosted by the
University of Oxford ? and aso from 2005 the property of the NHS Information
Centre for Health & Socia Care. These records were searched using keywords
“mental health’ and abstract and title searches using ‘depress*’ and ‘anxiety’.
Searches also used Pubmed, instrument websites and other recent reviews. Additional
searches were performed of specifically identified instruments, where necessary
working backward from cited references..

PROMsfor depression and anxiety

Since the development and publication of the NSF there has been an exponentia
growth in the publication of patient-reported outcome measures for mental health and
associated conditions. A review in 2000, by the Patient-reported Outcome
Measurement Group, Oxford identified 85 instruments with some evidence of
measurement performance which were specific to mental health.

Patient-reported outcome measures (PROMs) offer enormous potential to improve the
quality and outcomes of mental health services. Lord Darzi’s Interim Report on the
future of the NHS recommends that patient-reported outcome measures (PROMs)

2 Available online at http:/phi.uhce.ox.ac.uk




should have a greater role in the NHS (Darzi 2007). Guidance has now been issued
regarding the routine collection of PROMs for selected el ective procedures (DH,
2008).

However, the focus of patient-reported outcome measurement for people with
depression has often been related to the presence and severity of depressive symptoms
and not the greater impact of the disease on physical, social and role functioning. A
number of instruments have been developed to assess depressive symptoms from the
patient’ s perspective and are recommended in several of the above mentioned policies
and guidance’s. These will be discussed in further detail in the next section.

At present, the climate seems to be very much focused on the measurement of both
clinical performance indicators and patient-reported health and experiences. The
policies and guidance underpinning these changes have been introduced in the section
above. In terms of specific depression questionnaires, many are recommended,
particularly for screening.

The most recent policy driven approach to outcome measurement in the NHS is the
Quality and Outcomes Framework (QOF) (2004 and subsequent revisions). Whilst
QOF encompasses abroader outcome framework, there are domains specific to
mental health. The QOF is an annual financia reward and incentive scheme for GP
surgeriesin England. Several indicators in five domains are specified for the
measurement of achievement. Included in the clinical domain are indicators for
mental health, and specifically for depression. The QOF has specified depression
indictors which provide financial incentives. DEP 2 specifies using a validated tool to
assess the severity of depression both at case finding and DEP 3 for further
assessment (QOF 2009/10). The indicators are underpinned by the evidence from
NICE recommendations (NICE 2004). Three specific depression severity measures
are suggested in the QOF 2009/10: The PHQ-9, BDI-1I and the HADS. Specific score
thresholds for considering interventions are suggested for each instrument:

PHQ-9: 12
BDI-II: 20
HADS: 10

The Care Services Improvement Partnership (CSIP) and National Institute for Mental
Health in England (NIMHE) provide further guidance for measurement of the
indicators outlined in the QOF and support the use of the instruments mentioned
above. In addition to this, the IAPT outcomes framework outlines specific measures
for different stages of the patient journey.

It was decided to review the evidence for the chosen instruments in the QOF
framework and also identify any promising instruments from the IAPT outcome
framework.

The most frequently proposed measures are the Patient Health Questionnaires (2 & 9),
Beck Depression Inventory (BDI) and the Hospital Anxiety and Depression Scale
(HADS). The Whooley questions are suggested in the NICE (2009) guidance for



depression and will also be considered. These questions are broadly similar to the
PHQ-2.

In addition, the following measures are included as optional measures suggested in the
CSIP guidance and the IAPT MDS:

-  CORE-OM

- Beck Anxiety Inventory (BAI)

- Generalised Anxiety Disorder-7 (GAD-7)

- Work & Social Adjustment Scale (WSAS)

- Preference-based measurement-EQ-5D/SF-6D

What follows is an overview of these measures with reference to measurement
performance in terms of psychometric criteriaand operational characteristics.

a). PHQ-9

The PHQ was originally developed from the self-administered version of the Primary
Care Evauation of Mental Disorders (PRIME-MD). The PRIME-MD uses diagnostic
criteriafrom the Diagnostic and Statistical Manual of Mental Disorders (DSM). The
original PRIME-MD assessed 18 mental disorders and the PHQ incorporated 8
symptoms to simplify the differential diagnosis. These include depressed mood,
anhedonia, appetite change, sleep disturbance, psychomotor agitation or retardation,
loss of energy, feelings of worthlessness or guilt, diminished concentration and
suicidal thoughts or attempts (Dale et a., 2007). The response categories for the PHQ
were increased to capture not only the presence of symptoms but also the severity to
aid treatment decisions and monitor change over time. A ninth item included a
question about the difficultly people have related to role and social functioning
specific to the symptoms present. Scores range from 0 to 27 with athree point scale
for the 9 items. Mild depression is considered with scores of 5 to 9; moderate for
scores between 10 and 14 and severe, 20 to 27 (Spitzer et a., 1999).

A 2, 8 and15 item versions are aso available (Kroenke et a., 2002). It takes less than
three minutes to complete and less time to administer was reported for the PHQ-9
than the original PRIME-MD (Spitzer et al., 1999).

The threshold diagnosis for depression includes the presence of three symptoms
(depressed mood and loss of interest) therefore, if patients did not endorse these
symptoms they were considered negative cases (Spitzer et al., 1999).

M easurement and operational characteristics of the PHQ-9 were comparable to the
original PRIME-MD with higher sensitivity for major depressive disorders. High
correlation has been reported between Mental Health Professionals diagnosis and the
PHQ-9 levels of severity (Spitzer et al., 1999).

The PHQ-9 has principally been evaluated in terms of its diagnostic ability. High
sensitivity and specificity have been reported from major studies by the devel opers:
accuracy=85%, sensitivity=75% and specificity=90% (Spitzer et a., 1999). Kroenke
et a., (2001) reported higher sensitivity (88%) and similar specificity (88%) using a
cut-off score of >10. Higher sensitivity is reported more recently (Gilbody et al.,



2007). Further studies have reported good evidence of its discriminative ability with
clinical interviews as the criterion (Dale et al., 2007).

Substantial association has been reported between increasing PHQ-9 scores and the
likelihood of major depression (Kroenke et a., 2002). Patients completing the PHQ-9
reported more symptoms than those documented by physicians from a medical chart
review indicting that two thirds of patients with depression may be under diagnosed
(Ani et a., 2008).

High internal consistency (0.89) and reproducibility is reported (Kroenke et al., 2002).
Comparable performance of the PHQ-9 and HADS is reported for internal structure
(Cameron et al., 2008).

Convergent validity is supported with high correl ations between the PHQ-9 and
HADS. Moderate correlation is reported between PHQ scores and utility measures-
SF-6D and HUI (Revicki et a., 2008).

Cameron et al., (2008) evaluated the responsiveness of both the PHQ and the HADS
inagroup of patients who had been referred to a mental health worker for
management. Statistically significant differencesin scores pre and post intervention
were reported for both measures (expressed as effect sizes 0.99 for PHQ and 1.0 for
the HADS.

It has also been used to identify depression in older people as part of an assessment
system (Ell et al., 2005) with greater than 70% compliance.

The PHQ-9 has been used to evaluate new multidisciplinary services for the
management of depression in acommunity practice in the US (Dietrich et al., 2003).
The PHQ-9 was reported as a feasible instrument to use by staff and approximately it
took two hours to train staff to use the PHQ and administer by telephone. .

Electronic administration of the questionnaire has been evaluated and high completion
rates and acceptability reported from patients and staff (Klien et a., 2006).

High correlation of responses is reported between scores from patients who self-
completed in the clinic and those obtained by telephone (Kroenke et al., 2002).

Physicians' views of using the PHQ-9 were positive and patients found the
questionnaire helpful (Spitzer et al., 1999). It took less than 3 minutes for physicians
to review the questionnaire once completed by the patient.

A significant study carried out in 38 GP practices in the UK by Kendrick et a., (2009)
reports the rates of GP anti-depressant prescribing and referrals to specialist services
in relation to patient scores on the PHQ, HADS and BDI based on surgery preference
Twice as many patients were assessed using either the PHQ or HADS than they
anticipated. Fewer practices had used the BDI. The distribution of scoresfor the
instruments was normal athough the PHQ patient scores were dlightly positively
skewed. In this study, of 1658 patients who completed the PHQ, 83% were
categorised as having moderate to severe depression compared to 55% of the 584
patients assessed with the HADS. Of these patients who were classified as having



moderate to severe depression, 80% received prescriptions for anti-depressants and
20% were referred for specialist services. Thisisinline with current treatment clinical
guideline recommendations (NICE 2004).

Furthermore, in the Kendrick study, reported a significant association between anti-
depressant prescriptions or referrals with patients with moderate to severe depression
as classified by PHQ, HADS or BDI. This study identified that older people and those
people with co morbidity were less likely to be offered treatment for depression based
on scores from the questionnaires.

An 8 item version was used in astudy by Kroenke et al., (2008). Theitem related to
suicidal or self injurious thoughts were omitted to facilitate completion by telephone
administration. ldentical scoring thresholds for depression severity have been
established (Kroenke and Spitzer. 2002). 100% sensitivity and 95% specificity was
reported using a cut-off score of >10 for major depressive disorder with a likelihood
ratio of 15 indicating a PHQ-8 score of 10-14 is 15 times more likely to occur in
persons with a depressive disorder (Kroenke et al., 2008).

b). Beck Depression Inventory (BDI-I1)

The BDI was devel oped as an interviewer-administered measure of the intensity of
depression in psychiatric patients (i.e. those already diagnosed with depression) (Beck
et a., 1961, but has come to be used widely also for detecting depression in genera
popul ations and been revised and modified several times and is commonly used in self
completed questionnaire format. The scale comprises 21 items reflecting particul ar
aspects of depression (symptoms and attitudes). For each, the respondent selects one
of four statements, rated in severity from 0O to 3, and the total is calculated; score-
ranges indicate whether depression is absent/minimal, mild, moderate, or severe.

Principal factor analysis of the BDI-1I with a college student sample revealed two
dimensions. Somatic-Affective and Cognitive, later re-labeled Cognitive (8 items) and
Non-Cognitive (13 items) (Beck et a., 1996a; Steer et al., 1999a). Steer et al. (1999a)
recommend the two subscal es be scored separately, and suggest that the Cognitive
subscale may be particularly useful for measuring depression in patients with somatic
symptoms attributable to medical conditions.

Internal consistency and test-retest reliability of the BDI-II in psychiatric and non-
psychiatric samples were widely supported in two major reviews (Beck et al., 1998;
Richter et al., 1998). However, high internal consistency of the BDI could indicate
item redundancy, whilst stability of scores may be the result of insensitivity to
fluctuationsin depression (Boyle, 1985). Others (Richter et al., 1998; Demyttenaere &
De Fruyt, 2003) have found evidence of BDI instability. They suggest this could be
partly due to items being formulated unidirectionally - i.e. responses are consistently
ordered from least to most pathological, possibly resulting in a carryover effect with
repeated measurement. Randomising the order of the answer options within each item
could increase reliability of the BDI (Dahlstrom et al., 1990).
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Content validity of the BDI is strongly supported by Richter et al., (1998) but
challenged by Demyttenaere & De Fruyt (2003), who suggest that the measure is not
specific to depression. Owing to the diversity of items, patients with very different
profiles and treatment needs may be assigned the same (total) score; however, they
contend, this weakness is shared by most depression measures. Headey et al., (1993)
also find that some items relate to anxiety rather than depression.

Construct validity is supported by strong correlations with well-researched measures
of depression, both self-report (Steer et al., 1997) and clinician rated —in particular,
the Hamilton Rating Scale for Depression with which the BDI is often paired (Beck et
al., 1988; Richter et a., 1998).

Findings in respect of discriminant validity are mixed. Although the BDI has been
shown to distinguish depressed and non-depressed patients, its ability to differentiate
subtypes of depression is not confirmed (Beck et al., 1988; Richter et a., 1998). It has
also been criticised for failing to discriminate depression and anxiety (Richter et al.,
1998; Enns et al., 1998), despite claims to the contrary (Steer et al., 1986). It is
suggested that the BDI is unsuitable for use in patients with more than moderate
depression (Richter et a., 1998; Kearns et a., 1982).

Despite the very widespread use of the BDI for nearly 50 years, which would appear
to support feasibility and acceptability of the measure, a number of critics note
interview burden and difficulty of completion as disadvantages (Kearns et a ., 1982;
Richter et al., 1998). The response format (choice among four statements) makes it
unsuitable for telephone administration (Arnau et al., 2001; Williams, 2002). Thereis
also aconsiderable financial cost involved. There would also seem to be limited
evidence of assessment of the instrument’ s responsiveness.

c). Hospital Anxiety and Depression Scale/HADS

The HADS was devel oped as a screening instrument for use in hospital outpatient
departments; it has subsequently been validated for use with primary care patients and
the general population (Snaith, 2003; Bjelland et al., 2002). Its aim isto detect the
presence and severity of depression and anxiety in non-psychiatric settings. The
measure comprises 14 items divided equally between the two mood states (anxiety
and depression), with 4-point verbal rating scales for each item. Respondents are
asked to rate items according to how they have felt during the previous week; cut-off
points indicate whether the respondent is ‘within the normal range’, or mildly,
moderately, or severely disordered. The subscales are intended to be considered
separately, not summated (Snaith, 1990), and can be self- or interviewer administered.

Depression subscal e items focus on the anhedonic state (loss of pleasure), regarded by
Zigmond & Snaith (1983) as the cardina symptom of depression, and the most likely
to respond to antidepressant drug therapy. Care was taken to avoid items that could be
attributed to physical illness, such as headache or dizziness. The HADS is not
intended for severe mood disorder, hence does not attempt to cover the full range of
symptoms for clinical depression.
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The two-factor structure, internal consistency, test-retest reliability, and construct
validity of the HADS were supported in two major reviews (Herrmann et al., 1997,
Bjelland et a., 2002).

However, content validity of the HADS is challenged in arecent review by Martin
(2005) who concludes that HADS can no longer be regarded as areliable and valid
measure of two distinct dimensions, anxiety and depression, asit is essentialy atri-
dimensional measure. It therefore accords with Clark and Watson'’ s tripartite theory of
anxiety and depression (Clark & Watson, 1991) but was not devised with this model
in mind, and is not a sufficient as amodel of the three constructs (Dunbar et al.,

2000). To devise a scoring method to take account of this would nullify one of the
main advantages of the measure, namely, its ease of scoring and interpretation; Martin
(2005) therefore concludes that the HADS should now be superseded.

Construct validity has been demonstrated by moderate to strong correlations with
comparator measures, both clinician-rated and self-report (Snaith & Taylor, 1985;
Aylard et al., 1987).

Parker et al. (2001) suggest poor validity of the HADS may be due to the fact that
anhedonia (the main component of the instrument) does not differentiate depressed
from non-depressed subjects in the medically ill, despite being one of the DSM-IV
criteriafor diagnosis of MDD. As anhedoniais present in other mental disorders
(Silverstone, 1991), it is argued this symptom aone should not form the basis of a
diagnostic measure.

Good results for sensitivity and specificity of the HADS using the recommended
cutoff of 8+ to define caseness have been reported (Herrmann et al., 1997; Bjelland et
al., 2002). In astudy aimed at establishing (UK) genera population norms, Crawford
et a. (2001) found the recommended cutoff score of 8 for ‘ caseness’' too low and
suggest 10/11 may be more appropriate. Thisreflected findings of an earlier study
(Dowsell & Biran, 1990) which aso found a high proportion of false positives with a
cutoff at 8; however, these findings were challenged by Snaith (1990) as the two
scales were summated, contrary to the developers' recommendations.

Cameron et ., (2008) evaluated the responsiveness of both the PHQ and the HADS
in agroup of patients who had been referred to a mental health worker for
management. Statistically significant differencesin scores pre and post intervention
were reported for both measures (expressed as effect sizes 0.99 for PHQ and 1.0 for
the HADS.

Incorporation of the scoring system in the question sheet (though it can easily be
concealed, if wished) enhances feasibility of the HADS. The developer’ s state that the
scaleis very acceptable to patients and that there appears to be no difficulties of
comprehension; thisis supported in amajor review (Herrmann et al., 1997) which
found response rates of 95%-100%. However, one reviewer suggests the measure has
adifficult reading level (Williams et al., 2002).
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d). CORE-OM

The CORE-OM 10 isrecommended in the IAPT framework MDS to be used at intake
as part of the generic assessment tool and at review sessions. Thisten itemed measure
is part of a collection of the Clinical Outcomesin Routine Evaluation system (CORE).
The system was developed for quality evaluation, audit and outcome benchmarking
for psychological therapy services and as a generic measure of emotional problems. It
comprises three components (*hub’) which can be complimented by population or
condition-specific ‘spokes'. The *hub’ includes the following data collection
measures:

-CORE administration checklist for the monitoring of data administration and
collection;

-CORE Assessment and End of Therapy Forms which are practitioner-compl eted
forms to compliment patient-reported forms;

- CORE Outcome Measure (CORE-OM) which is a client-completed form to assess
distress; subjective well-being; problems and symptoms; and life and social
functioning.

Items about risk to salf and others are also included. It is intended to be a measure of
global distress and used as a screening tool and outcome measure.

The development of the CORE was underpinned by the evidence-based practice
framework and the Department of Health Strategic review of Psychotherapy (1996).
Computerised data entry was devel oped with anonymised data collated in a nationa
database (Barkham et al., 1998). The CORE battery acts as a screen and aids deciding
what other outcomes to measure. The use of referential and problem-specific
measures compliments the CORE battery. Under the outcome framework referred to
by Barkham et al., (1998) referential measures suggested include BDI and HADS.
Problem-specific measures referred to be those developed for specific mental health
conditions for example schizophrenia, bipolar disorders etc.

Barkham et a., (2001) surveyed the views of service providers and commissioners
about the desirable aspects of a core outcome system and measures which were in use
at the time. The five most frequently used measures at that time were the Beck
Depression Inventory, Symptom Checklist-90 or Brief Symptom Inventory, Inventory
of Interpersonal Problems (11P), Hospital Anxiety and Depression Scale (HADS), and
the General Health Questionnaire (GHQ). Items were pooled for these measures and
othersto generate alist for empirical evaluation. The item pool tapped intrapersonal
and interpersonal experiences and positive and negative aspects of experience. The
final version of the CORE-OM includes 34 items in four domains- Subjective well-
being (4). Problems (12), Functioning (12) and Risk (6). Subsequent factor analysis
though suggests 2 scal es, one general factor of Psychological distress and another for
the Risk items (Lyne et al., 2006). Ten and 5 itemed versions are available. The
CORE-OM 10 isrecommended in the IAPT MDS framework.

Two parallel short-forms were also developed. The mean of all 34 items provides an

index of global distress. Mean item scores for each dimension can also be used if
needed. Each item is scored on a5 point Likert scale (O=not at all, to 4=most of the
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time). The minimum score is 0 and maximum 136. Strategies for missing data are
outlined.

While the CORE-OM has been developed for use across psychological therapy
services, nine items within the instrument include symptoms suggested for the
assessment of depression (NICE 2004) and 7 items for anxiety (NICE 2004).
Furthermore, Leach et al., (2006) provide analyses of score transformation from the
CORE-OM to predict values on the BDI (I1) including cut-off points for diagnoses of
mild, moderate and severe depressive symptoms. The utility of this method may be to
reduce burden of completion of a battery of patient-reported measures if not needed.

Normative datais available with reports of statistically significant difference in scores
from aclinical and non-clinical population (Barkham et al., 1998). Clinicaly
significant change scores are presented for males and femal es based on these data. For
males a cut-off score of 1.19 and females, 1.29 is suggested as clinically significant. A
cut-off score of 2.5 isreported as ‘ severe’. Domain cut-off values are a so reported.
Descriptors Mild, Moderate and Severe and boundaries are suggested (Mullin et al.,
2006). Further cut-off values are reported from clinical and non-clinical populations
with a score of 10 representing maximum sensitivity and specificity (Connell et al.,
2007).

The devel opers suggest that a primary measure of service quality and performanceis
the percentage of patients achieving reliable change or improvement rather than
recovery. Most data reported for the CORE-OM is from large clinical and non-clinical
populations in the UK and both primary and secondary care settings providing
psychological therapy to awide range of clinical conditions including depression and
anxiety.

High internal consistency is reported for domains and total items for several studies
(Evans et d., 2002; Barkham et a., 2005; Lyne et a., 2006; Connell et a., 2007).
Item-total correlations all exceed 0.5 (Lyne et a., 2006). Acceptable Test-retest
reliability isreported (Evans et a., 2002).

Construct validity is supported in several studies with strong correl ations between
measures of symptoms and depression (BDI) (Leach et al., 2007). The problems
domain has been reported to be more strongly correlated with symptom measures
(BDI, BAI, BSl) (Barkham et ., 2001) and GHQ, Symptom Checklist-90 and the
[1P-32 (Evans et d., 2002). Moderate correlation is reported between the patient-
reported CORE-OM and the clinician rated Health of the Nation Outcome Scale
(HONOS) (Leach et al., 2005).

CORE-OM s able to detect change using pre-defined cut-off scores (Barkham et al.,
2001). High sensitivity and specificity is reported using a cut-off point of 13 (Gilbody
et al., 2007).

Responsiveness is reported with large effect-sizes for each domain (excluding the risk

items) post computerized CBT for patients with depression and anxiety (Learmonth
and Rai, 2008).
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Normal and symmetrical distributions of scores have been reported for patientsin
primary and secondary settings (Barkham et al., 2005; Connell et al., 2007). Risk
scores have been shown to be significantly higher in secondary care patients to those
in primary care (Barkham et al., 2005).

It is acceptable to patients and clients (Barkham et al., 2001). High completion rates
are reported for both primary and secondary care settings (Barkham et al., 2005; Lyne
et a., 2006; Connell et al., 2007). However, lower response rates are reported for the
postal version (Connell et al., 2007)

€). Work & Social Adjustment Scale (WSAYS)

The WSAS is a self-report measure of functional impairment which has been applied
both in people with mental disorders, including depression (Mundt et al., 2001),
obsessive-compulsive disorder (Greist et a., 2002), phobic disorders (Mataix-Cols et
al., 2005), and bipolar disorder (Fagiolini et a., 2005), and in those with primarily
physical illnesses (McLaughlin et a., 2005; Hommel et al., 2008). It comprisesfive
items: Work, Home management, Social leisure activities, Private leisure activities,
and Family and relationships. Each item israted on ascale of 0 (no impairment) to 8
(very severe impairment); selected items or the whole scale may be used. Anitem
score of 3-5 is suggestive of moderate impairment; an overall score of 10 or aboveis
associated with significant functional impairment, with scores above 20 indicating
severe psychopathology (Mundt et al., 2001). However, Mataix-Cols et al., (2005)
suggest a higher cutoff of 15 for those with phobic disorders.

The findings of both the principal evaluative studiesidentified (Mundt et al., 2001,
Mataix-Cols et al., 2005) were similar. Factor analysis yielded a single disability
factor. Internal consistency and test-retest reliability were reported as generally good.
The WSAS discriminated different levels of disorder severity, and showed sensitivity
to treatment-related change. Convergence with assessor ratings was variable in those
with phobic disorders; it is suggested that the WSAS is best rated by both patient and
assessor (Mataix-Cols et al., 2005).

There is some limited evidence of responsiveness. Mataix-Cols et a., (2005) found
the WSAS scores to be sensitive to change over time in patients participating in RCTs
of self-exposure therapy.

The ssimplicity of the WSAS has been commended (Mundt et a., 2001); it appearsto
be readily understood and accepted by patients, and is easily scored. The WSAS has
been applied using innovative technology in the form of interactive voice response
(IVR) systems for tel ephone administration, which are economical of staff time.
Conventional ‘paper and pencil’ self-report versions and interview administration can
also be used. Results appear to be unbiased by mode of administration.

f). General Anxiety Disorder-7 (GAD-7)
Items for the GAD-7 were selected from the DSM-1V symptom criteria for

Generalised Anxiety Disorder. Responses are obtains regarding the frequency and
degree of bother the patients experienced the symptomsin the past 2 weekson a3
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point scale. Scores range from 0 to 21. Cut-off points are suggested for identifying
cases of mild, moderate and severe anxiety (5, 10 and 15 respectively).

The GAD-7 has high internal consistency; is reproducible within patients and
correlation of scores between patients self-report and mental health professionals
administration is high (Spitzer et a., 2006).

High sensitivity and specificity is reported when using a cut-off score of 10.
Increasing GAD scores are significantly associated with decreasing function measured
by the SF-20. Higher correlation is reported with the GAD and the MCS than the PCS
of the SF-20 as would be expected. Construct validity is supported with high
correlation of scores from the GAD-7 and other measures of anxiety (BAI, Symptom
Checklist-90) (Spitzer et al., 2006).

Comparable sensitivity and specificity has been reported for the GAD-7 (using a cut-
off score of 8) and GAD-2 (using a cut-off score of 3). The GAD-2 includes the first 2
items form the GAD-7 representing core anxiety items and scores range from 0 to 6.
Sensitivity and specificity for the GAD-7 is higher for GAD but reasonable
performance has been reported for other anxiety related disorders (Kroenke et al.,
2007).

0). Beck Anxiety Inventory (BAI)

The BAI was devel oped to meet the perceived need for a measure capabl e of
differentiating anxiety and depression in psychiatric populations. The fina version of
the measure comprises 21 itemsin two dimensions, namely, somatic symptoms, and
subjective anxiety and panic (cognitive) symptoms. Scores differentiate low and
moderate anxiety, and ‘ cause for concern’.

High internal consistency reliability and moderate test-retest reliability (partly due to
wide variation in the time interval used) were reported in areview by De Ayala and
colleagues (2005). Reliability appeared to be dependent on the diagnostic
classification of the sample, reliability estimates being lower in non-psychiatric
populations (e.g. University students). Construct validity was also supported by
moderate to strong correlations with similar measures (De Ayala et a., 2005).

Content and discriminant validity of the BAI have been questioned (Enns et al., 1998;
Wetherell & Gatz, 2005). Enns & colleagues (1998) found that the BAI did not
convincingly distinguish anxiety from depression in aclinically depressed sample,
whilst Cox et al. (1996) suggest that it measures panic attack symptoms only, rather
than anxiety in general. Wetherell & Gatz (2005) suggest that, in non-psychiatric
persons, the somatic items from the BAI may tap into symptoms of physical illness,
leading to overestimates of anxiety symptomsin medicaly ill samples. Thisis
particularly problematic when assessing anxiety symptomsin older adults, who are
more likely to have somatic symptoms arising from medical causes; it is suggested
that an instrument focusing on cognitive rather than physiological aspects of anxiety
is needed with this group (Wetherell & Gatz, 2005).
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Population norms (US) have been reported and it was found that younger age-groups
(aged 18-44 yrs) scored significantly higher on the BAI, which is consistent other
anxiety measures (Gillis et al., 1995).

h) Preference based measures

The alocation of healthcare resources relies on the use of cost effectiveness analysis
using QALY s which are constructed from generic health status measures such as the
EQ-5D or the SF-6D system.

The EQ-5D assesses health across five domains: anxiety/depression (AD), mobility
(M), pain/discomfort (PD), self-care (SC), and usua activities (UA). Each domain has
one item and a three-point categorical response scale; health ‘today’ is assessed.
Weights based upon societal valuations of health states are used to calcul ate an index
score of —0.59 to 1.00, where —0.59 is a state worse than death and 1.00 is maximum
well-being. A score profile can be reported. The EQ thermometer isasingle 20 cm
vertical visual analogue scales with arange of 0 to 100, where O is the worst and 100
the best imaginable health. The SF-6D utilizes application of a preference-based
algorithm to SF-12 data to generate an index. Mann et al., (2008) published utility
values derived from clinically diagnosed cases of depression from the UK based on
reference case measures (SCID and PHQ), EQ-5D and SF-6D.

Moderate correlation of scores has been reported between SF-6D dimensions and the
EQ-5D items. Patients responded differently to the related dimensions on both
instruments with more patients reporting themselves as having no problems or
limitations on the EQ-5D than the SF-6D (Mann et al., 2008). Data was drawn from a
RCT evaluating the impact of a collaborative care intervention in the UK (n=114
patients). Significant improvement in utility values were observed at three month
follow-up in this study for both SF-6D and EQ-5D following treatment for major
depression indicating responsiveness. Both instruments were responsive to
symptomatic improvement and demonstrated health gains at three months follow-up.
The EQ-5D demonstrated larger health gains than SF-6D. Furthermore, an increasein
severity of depression, measured by the PHQ was significantly related to lower utility
values for both instruments and similar in magnitude of disutility for SF-6D and EQ-
5D.

Brazier (2008) report a study to examine the impact of mental health condition on the
SF-6D index and found that statistically significant decrements were estimated for
generalized anxiety disorder and depressive episodes disorders. These exceeded the
clinical minimally important difference of the SF-6D scale (0.04). Scores were
significantly different for varying levels of anxiety measured using HAMA - with
lower scores for higher anxiety levels (Revicki et a., 2008). SF-6D sensitive to
varying anxiety severity.

Significantly lower index scores have been reported for patients with major depressive
disorder and those with anxiety disorder compared to population norms suggesting
discriminative properties (Supinaet a., 2007). Brazier (2008) examined the
differences in health state valuations made by the public and by patients valuing their
own health using the EQ-5D. Patients gave higher weightings to the mental health
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domains than physical components compared to the genera public. Brazier suggests
that generic measures may be adequate in depression and anxiety but not for psychotic
or complex medical conditions. Scores for patients with depression were significantly
lower in a European study suggesting discriminative validity (mean 0.44 Vs. 0.85
popul ation norms) Garcia-Cebrian et al., (2008).

1). Center for Epidemiologic Studies Depression Scale (CES-D)

Primarily the CES-D was developed for use in epidemiological studies of the generdl
population to measure the current level of depressive symptomatol ogy focusing on the
affective component, depressed mood (Radloff 1977 USA). The 20 item scale is
constructed with four domains supported by factor analysis: Depressed affective;
Positive affect; Somatic and retarded activity; Interpersonal with afour point Likert
scale for the presence of symptoms. The range of scoresis 0 to 60 with higher scores
indicating more symptoms. A cut-off score of 16 is considered to represent case-ness
and scores classified into mild, moderate and severe depression.

It appears acceptable to patients. The distribution of scores was as would be expected
for general populations and for patients. High internal consistency and reproducibility
have been reported by the devel opers. However, the time frame for responsesis
current symptoms, so the cyclic nature of depressive symptoms may bias results for
test-retest reliability. Scores discriminate patients diagnosed as depressed by
clinicians and those compared to population norms. Construct validity is reported with
moderate correlations with other self-reported measures of depressive symptoms. The
CES-D has been evaluated in different populations including older people, generd
population and patients with physical health conditions.

The instrument does not have suicide ideation items but two screeners ( 2 questions in
each screener) are been developed to be used with the CES-D with areference period
of one week with a4 point Likert scale. Scores greater than 5 are considered to
represent a high risk of suicide (Garrison et a., 1991; Lewinshon et a., 1996)).

j). General Health Questionnaire (GHQ)

The GHQ was devel oped as a screening instrument to detect people likely to be at risk
of developing mental health problems including depression, anxiety, somatic
symptoms and socia withdrawal (Goldberg 1978 UK). Different versions are
available with 60, 30, 28 and 12 itemed questionnaires. The most commonly applied
version isthe 28 item. A four point Likert scale is used to obtain responses with a
total and sub-domain scores computable. The GHQ 28 scores range from 0 to 84.
Domainsinclude: Somatic symptoms; Anxiety and insomnia; Social dysfunction; and
Severe depression. Thresholds are suggested for each method of scoring and only
relevant for screening purposes.

Although extensively examined as a screening instrument the GHQ has not been as
well evaluated as an outcome measure, ie by Ng responsiveness.
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k). Mental Health Recovery measures

The concept of recovery for people with mental health problems does not necessarily
equate with the process of recovery for physical ill health. It is more about
maintaining a meaningful life and staying in control of one’s life and not necessarily
the reduction of symptoms. Recovery isnot a new concept to mental health and
referred to in previous government policy statements specifically The Journey to
Recovery-The Government’s Vision for Mental Healthcare (2001). Since then, severa
instruments and research tools have been developed to specifically measure patient’s
perceptions of recovery. To note, these measures are not for specific mental health
problems but globally for al people with mental health problems.

Of particular interest is reference to measures of Recovery such as DREEM, Mentd
Health Recovery Star, Ohio Consumer Assessment 1&11 and Wellness Recovery
Action Plan. .

The Recovery Enhancing Environmental Measure (REE)® is a self-report instrument
that gathers information/data about mental health recovery from people who receive
mental health services. The REE asks people where they are in their process of
recovery and what markers of recovery they are currently experiencing. They rate the
importance of several elements such as hope, sense of meaning and wellness to their
personal recovery and rate the performance of their mental health service on three
activities associated with each of these elements. They also rate the service on factors
in the system that promote resilience

The delivery of Servicesisnow orientated to mental health recovery. It has been
reported to help users of services focus on what their recovery needs were. It is
considered to be a superior measurement system as it focuses on the individual’s
perception of their own recovery and not those perceived by healthcare professionals.
This datais aimed at helping mental health services identify what they can do to shape
services and support recovery.

It was developed as a research tool to help services assess their recovery-commitment
either from the user perspective or the perspective of the supports that the services
provide. It looks at personal recovery and at mental health services and organisational
climate at the same time in the attempt to bridge the gap between service
configuration and perceived care. It is conceived that DREEM data can differentiate
services that perform well from those that don’t.

It isaself-report instrument which can also be administered by interview. Completion
has been reported to take between 20 minutes for some patients and up to one and a
half hours for others. It can also be completed by others on behalf of the patients and
also in agroup setting. Postal administration had produced very poor response rates
and the developers suggest this only be applicable for people with a high level of
literacy and that an honorarium may increase responses. Staff directly involved in
patients care or in the configuration of services should not use the DREEM with
patients as the instrument in parts assesses the behaviour of staff and evaluation of the

3 Also referred to as DREEM
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service from the patient’ s perspective. It is also considered to require ethical consent
to complete the DREEM.

Items are within the following dimensions. Stages of recovery, Elements of recovery
with sub-scales within each dimension. Each scale is scored using a5 point Likert
scale of agreement. All items are stated positively. There are also open ended
guestions.

Despite the attraction of a comprehensive measurement model, there is insufficient
data to support its application at present and the complexity of completion and scoring
achallenge.

Discussion and conclusions

Thefocus of thisreview is upon PROMs used as measures on a population basis and
as potential evidence of quality and outcomes of services, specifically for depression
and anxiety. There are alarge number of potential measures of mental health
potentially relevant to depression and anxiety, some of which have substantial bodies
of evidence in relation to their performance. However much of the evidence concerns
related but distinct issues such as the role of questionnaires to screen for mental health
problems or monitoring of outcomes in the context of individual patient care. Less
consideration has been given to PROMs in the field of mental health as measures of
guality and outcomes. Some general issues therefore need to be considered prior to
high-lighting of specific PROMs that could be further explored as measures of quality
and outcomes.

A first general issue that needs to be considered is whether to devel op an approach to
outcome assessment in relation to depression and anxiety separately. They are
distinct symptoms and often relate to distinct syndromes and causes with different
treatments indicated for the two disorders. There are condition-specific PROMSs that
could be used to support separate outcome assessment of anxiety and depression.
However it is often argued that there is considerable overlap between the two
symptoms and that, especially in aprimary care context a single approach to overall
management is more realistic and feasible. A more unified approach to these
common psychiatric disorders would be more effectively supported by a unified
approach to outcome measurement, ie using those PROMs that are considered equally
appropriate to anxiety and depression.

A second general issue that needs to be considered in determining a strategy for use of
PROMSs in depression and anxiety is the extent to which the focus should be on
symptoms and symptom reduction or on broader aspects of function and health-
related quality of life. Symptoms play amajor role in the presentation, detection and
management of depression and anxiety in primary care. It is understandable that the
majority of PROMs available in this area focus on symptoms. However it can be
argued that patients’ and professionals’ goals are as much concerned with improving
broader aspects of psychological and social function and that outcome measurement
should take account of broader dimensions than symptom severity. PROMs-based
outcome strategies do not have to be exclusively focused on symptoms or broader
aspects of function. Some instruments attempt to capture both aspects. It isaso
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possible to employ a battery combining measures that together focus on the spectrum
from symptoms to function.

A specific issue within the debate about priorities for mental health outcome
measurement focuses on the concept of recovery. Recent critiques of mental health
services have focused on the importance to patients of experiences such as hope and
empowerment and the neglect of such goals by services. PROMSs have begun to
appear to address these even broader aspects of outcome than either symptoms or
socia function. Anargument in favour of their consideration is that measures of
recovery are said more directly to address issues of concern to service users, whereas
most PROMs in mental health have tended to reflect professional concerns. However
it isacomplex judgement whether such dimensions of outcome should be coreto a
PROM s based strategy given that |ess evidence has accumulated of their measurement
properties and feasibility.

A third consideration is whether a PROMSs strategy for depression and anxiety should
build on currently established uses of such PROMs in primary care. Although there
are limited levels of enthusiasm for the use of PROMs in relation to the management
of mental health problemsin primary care, the use of specific PROMs in the context
of QOF has at least been professionally accepted and the approved PROMs are widely
used. Thejudgement is whether it would on grounds of pragmatism it would be more
effective to build around those measures that have been professionally accepted and
with which more healthcare professionalsin primary care are likely to be relatively
familiar.

A fourth and dightly more technical consideration needs to berecognised. A key
requirement of PROMs as they have developed for use in other areas of healthcare
outside of mental health has been that they should be responsive ie be shown to be
sensitive to changes over time, and particularly in terms that matter to patients. Itis
much harder to be enthusiastic about PROMs lacking evidence of responsiveness if
they typically are used to assess outcomes of services by administration before and
after interventions with particular emphasis on change scores in PROMs between time
points. Responsiveness would appear to be aless salient requirement of self complete
questionnaires developed for use in mental health, probably because of the greater
emphasis on using them as screening instruments to detect the presence or absence of
mental disorders.

If PROMSs for depression and anxiety are used in the form of cross sectional survey
measures of population mental health, for example by annual survey, this could be
achieved by use of PROMs which focus on binary estimation of the presence or
absence of mental disorder. Several instruments have supportive evidence of
reliability and validity in this context. Relative lack of evidence of sensitivity to
change within individuals tracked over time (amajor consideration for example for
PROMSs currently used in NHS for elective surgical procedures) may not be such a
great concern if the emphasis of PROMs use is estimation of changes over timein the
prevalence of depression and anxiety.

If amore condition-specific approach to PROMs for depression and anxiety is
adopted, then it is clear that there are several candidate instruments. All three

21



instruments associated with QOF, PHQ-9, BDI-11 and HADS, have supportive
evidence of their measurement propertiesin relation to depression. Thereisno
compelling evidence to favour one instrument over the others especially since most of
the evidence focuses on their cross-sectional usefulness in screening or ng the
severity of depression rather than as an outcome measure. It isinteresting that in the
one direct head to head comparison of PHQ-9 and HADS, the instruments displayed
very similar responsiveness (Cameron et a., 2008). Much of the debate has focused
on the evidence that PHQ-9 and HADS have different thresholds for caseness, with
more respondents identified as having problems of depression with PHQ-9 (Cameron
et a., 2008; Kendrick et al., 2009). Of possible significance is the evidence from
Kendrick et al.’s study (2009) that PHQ-9 was more frequently used by practices than
the other instruments.

Similarly thereis no compelling evidence to identify a preferred PROM for anxiety,
comparing BAl and GAD-7. Evenlessevidenceisavailablefor usein large scale
longitudinal follow-up of outcomes for this form of measure.

It may be that a more general and combined approach to depression and anxiety
should be preferred reflecting the degree of overlap in the underlying features of the
two conditions and their management in the primary care context. Two different types
of measure have been considered; HADS has sub-scales for the two conditions and so
could be applied as a single measure and CORE-OM isintended to be used across
common mental health disordersin primary care. In this comparison, the evidence
supporting CORE-OM is greater, with good evidence of measurement properties,
especially responsiveness but also some positive evidence of acceptability and
completion rates. It hasthe desirable feature of including content that goes beyond
symptoms to include social function. It is of note that a recent review of mental health
measures by the Centre for Health Economics (Jacobs 2009) concluded that CORE-
OM seemed the most promising measure for use to assess productivity in relation to
mental health services. One problem that needs to be considered is whether CORE-
OM is applicableto the full range of primary care interventions; much of the evidence
to date appears to have been generated in the context of counseling and

psychotherapy.

If it is decided that broader aspects of socia function should be included in aPROMs
strategy for mental health, the WSAS s clearly promising with some supportive
evidence and has an advantage of brevity in terms of likely response rates. However
there is not an overwhelming body of supportive evidence and it is not clear whether
how much additional information it would provideif used in a battery that included
CORE-OM.

The main argument for use of instruments such as EQ-5D isthat it provides a distinct
form of evidencein terms of preferences. Given the much more widespread use of
EQ-5D across awide range of other healthcare interventions outside of mental health
and given the evidence of satisfactory measurement properties of EQ-5D, it isto be
preferred if a preference measure is required.

Finally thought has to be given to a number of recovery measures that have begun to
emerge that address dimensions of outcome considered of particular importance to
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users of services. Itisquite clear that constructs such as hope and empowerment are
not at all addressed in any of the instruments considered under other headings.
Unfortunately there is insufficient evidence accumulated to date either about
validation or feasibility and acceptability to high-light or recommend specific
measures. Such evidence does need to be produced. In particular, if used in the
context of large scale population-level monitoring of quality and outcomes evidence
of responsiveness and acceptability would be particularly valuable.

Severa recent initiatives indicate increased attention to PROMs as aresourcein
mental health. Recently, a compendium of outcome tools has being devel oped by the
National Institute for Mental Health; many of the instruments identified and assessed
by the project are PROMs. A project run by the Mental Health Research Network is
currently evaluating users views of PROMs for mental health. Nevertheless the
evidence is that health professionals are still not strongly convinced of the value of
PROMs. Moreover there is evidence that response rates in follow-up of patientsvia
PROMSs are moderate. In addition to debate about most promising PROMS,
consideration has to be given to the logistics of administering PROMs for mental
health but also to ensuring that meaningful evidence is produced that can be used by
all stakeholders concerned, healthcare professional's, users, service providers and
commissioners. Compared to the debates about screening and use in the context of
individual patient care, the debate about PROMs and quality in mental health services
isstill inits earliest stages.
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APPENDIX A
The IAPT MDS Outcome Measures intend to collect data from four domains:
0 Health and well being
o Inclusion and employment
0 Choice and Access
o Patient Experience

Tablel

IAPT Minimum Data Set (MDS) The MDS comprise of the following tools at
different stages of assessment through the stepped approach.

-Generic Assessment Tools

PHQ9, GAD7 and Disorder Specific Measure (if applicable)

CORE-10, W& SAS and Inclusion & Employment Questionnaire

Patient Experience Questionnaire Part 1 (PEQ1)

-Routine Outcome M easuring Tools - Sessional

PHQ and GAD

Disorder specific measure

-Routine Outcome M easuring Tools — Review Sessions

PHQ9, GAD7and Disorder Specific Measure (if applicable)

CORE-10, W& SAS and Inclusion & Employment Questionnaire

Patient Experience Questionnaire Part 2 (PEQ?2)

The SF-6D and/or EQ-5D are also referred to as optional measures
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Table1: IAPT MDSrecommended outcome measur es

I nstrument Domains (no. items) Response options Score Feasibility
Patient Health 2, 8 and 15 item versions available Three point scale Scores range from 0 to Three minutes
Questionnaire (PHQ) 27 with athree point completion time for
Somatic symptoms including: scale for the 9 items. PHQ-9
depressed mood, anhedonia, appetite change, sleep disturbance, Mild depression is Free of charge
psychomotor agitation or retardation, 1oss of energy, feelings of considered with scores
worthlessness or guilt, diminished concentration and suicidal of 5to 9; moderate for
thoughts or attempts scores between 10 and
14 and severe, 20 to 27 (
General Anxiety Symptoms (7) 3 point scale .Scores range from 0 to Free
Disorder (GAD)-7 21. Cut-off points are
suggested for identifying
cases of mild, moderate
and severe anxiety (5, 10
and 15 respectively).
CORE-OM 34 itemsin four domains- 5 point Likert Scores range from O=not | Copyright is asserted
Subj ective well-being (4) at al, to 4=most of the but automatic license
Problems (12) time. The minimum granted to anyone
Functioning (12) scoreis 0 and maximum | wishing to use the
Risk (6) 136 measure in an
Nine items within the instrument include symptoms suggested for Males a cut-off score of | unaltered state without

the assessment of depression (NICE 2004a) and 7 items for anxiety

IAPT MDS refers to the CORE-OM 10

1.19 and females, 1.29
are suggested as
clinically significant. A
cut-off scoreof 2.5is
reported as ‘severe'.
Domain cut-off values

the intention of
profiting financially
from its use. Consent
fromclientsis
regquested. Software
packages are available

are also reported. to support and
Descriptors Mild, maximise benefit of
Moderate and Severe using the system.
and boundaries are

suggested
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Table2: IAPT MDS optional measures

Instrument

Domains (no. items)

Response options

Score

Administration
Completion time

Beck Anxiety Inventory

(Beck et al., 1988)

21 items, 2 factors: 14 somatic, 7 subjective anxiety/panic (A):
1. numbness or tingling

2. feeling hot

3. wobblinessin legs

4. unableto relax A

5. fear of the worst happening A
6. dizzy

7. heart pounding or racing
8. unsteady

9. terrified or afraid A

10. nervous A

11. feeling of choking

12. hands trembling

13. shaky

14. fear of losing control A
15. difficulty in breathing
16. fear of dying A

17. scared A

18. indigestion

19. faint

20. face flushed

21. hot/cold sweats

Respondents select a verbal
rating (4 options, from ‘not
at al’ to ‘severely’) and
circle the corresponding
numerical value, based on
feelings

Items scored O (best) to
3 (worst)

0-21 = low anxiety
22-35 = moderate
anxiety

>36 = cause for concern
Range: 0-63

Self- or interviewer-
administered
5-10 minutes

Beck Depression
Inventory-I 1

(Beck et al., 1996a)

21 itemsin 2 subscales — Cogpnitive (C) and Non-cognitive or
Somatic-Affective

1. sadness

2. pessimism C

3. past failure C

4. loss of pleasure (anhedonia)

5. guilty feelings C

6. punishment feelings C

7. self-didike C

Respondents select a verbal
rating (4 options) and circle
the corresponding
numerical value, based on
feelings over past two
weeks

0-13 minimal depression
14-19 mild depression
20-28 moderate
depression

29-63 severe depression

Self- or interviewer-
administered
5-10 minutes
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8. self-criticalness C

9. suicidal thoughts or wishes C
10. crying

11. agitation

12. loss of interest

13. indecisiveness

14. worthlessness C

15. loss of energy

16. change in sleeping

17. irritability

18. change in appetite

19. concentration difficulty
20. tiredness or fatigue

21. loss of interest in sex

Beck Depression 7 items: Asabove <4 not depressed <5 minutes
Inventory-FastScreen -sadness >/=4 depressed
-pessimism Maximum score 21
(Beck et al., 1997b) -past failure
-loss of pleasure (anhedonia)
-self-dislike
-self-criticalness
-suicidal thoughts or wishes
(i.e. items 1-4, 7-9 of BDI-II)
Hospital Anxiety and 14 items divided equally between two subscales: anxiety, Respondents select one of Items scored O (best) to | Self- or interviewer-

Depression Scale/HADS

(Zigmond & Snaith
1983)

depression

four verbal ratings
(assigned a numerical value
by scorer) based on feelings
over past week

3 (worst)

0-7 = normal

8-10 = possible case
>10 = probable case

administered
2-6 minutes; scoring 1
minute
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Other measures

Instrument

Domains (no. items)

Response options

Score

Administration
Completion time

Center for
Epidemiologic Studies
Depression Scale (CES-
D)

20 items/4 domains
Depressed affective

Positive affect

Somatic and retarded activity
I nterpersonal

Four point Likert scale for the
presence of current symptoms.

The range of scoresis 0 to 60 with higher
scores indicating more symptoms. A cut-off
score of 16 is considered to represent case-
ness and scores classified into mild,
moderate and severe depression.

General Health
Questionnaire (GHQ)

GHQ-28 (28 items/four domains)
Somatic symptoms (7) Anxiety and
insomnia (7) Social dysfunction (7)
Severe depression (7)

Four point Likert scale with total

and sub-domain scores computable.

The GHQ 28 scores range from 0 to 84
using Likert scaling or 0 to 28 using GHQ
methods.

Thresholds for identifying cases are
suggested for each scoring method:
Likert- scores greater than 24

GHQ scores- 4
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PHQ-2

A score of 3 or more indicates a positive screen and patients should be referred for a
fuller assessment of the severity using the PHQ-9

Over the|ast 2 weeks, how often Not at all Several Morethan Nearly
have you been bothered by any of days half the | every day
the following problems? days
(Use  to indicate your answer)
1. Little interest or pleasure in doing 0 1 2 3
things.........ovveieiii i,
2. Feeling down, depressed or 0 1 2 3
hopeless............ccooiii i,
PHQ-9
Over thelast 2 weeks, how often Not at all | Several Morethan Nearly
have you been bothered by any of days half the | every day
the following problems? days
(Use V to indicate your answer)

1. Little interest or pleasure in doing 0 1 2 3
things..........cooviii i,
2. Feeling down, depressed or 0 1 2 3
hopeless................ooco
3. Troublefalling or staying asleep, 0 1 2 3
or sleeping too much.......
4. Feeling tired or having little 0 1 2 3
ENEITY et
5. Poor appetite or overeating...... 0 1 2 3
6. Feeling bad about yourself- or that 0 1 2 3
you are afailure or have let yourself
or your family down......
7. Trouble concentrating on things, 0 1 2 3
such as reading the newspaper or
watching television.
8. Moving or speaking so slowly that 0 1 2 3
other people could have noticed? Or
the opposite- being so fidgety or
restless that you have been moving
around alot more than
9. Thoughts that you would be better 0 1 2 3

off dead or hurting yourself in some
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(Total score----- = +--

If you checked off any problems, how difficult have these problems madeit for

+ )

you to do your work, take care of things at home, or get along with other people?

Not difficult at all Somewhat Very difficult Extremely
difficult difficult
O O O O

Specific instructions are available for using the PHQ-9 diagnosis and score for

treatment selection.

GAD-7
Over thelast 2 weeks, how often have you Not at all | Several More Nearly every
been bothered by the following problems? days | than half day
(Use to indicate your answer) thedays
1. Feeling nervous, anxious or on edge 0 1 2 3
2. Not being able to stop or control worrying 0 1 2 3
3. Worrying too much about different things 0 1 2 3
4. Trouble relaxing 0 1 2 3
5. Being so restless that it is hard to sit still 0 1 2 3
6. Becoming easily annoyed or irritable 0 1 2 3
7. Fedling afraid asif something awful might 0 1 2 3
happen

GAD-7 Total score for the seven items ranges from 0 to 21. Scores of 5, 10 and 15

represent cut points for mild, moderate, and severe anxiety, respectively. The GAD-7

was primarily developed and a screening and severity measure for generalised anxiety
disorder it has been applied in panic disorder, social anxiety disorder and post-

traumatic stress disorder. The devel opers suggest that when screening for any anxiety

disorder, a cut point for further evaluation is a score of 10.
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CORE-OM 10

IMPORTANT - PLEASE READ THIS FIRST

Thisform has 10 statements about how you have been OVER THE LAST WEEK.
Please read each statement and think how often you felt that way last week.

Then tick the box which is closest to this.

Please use a dark pen (not pencil) and tick clearly within the boxes.

Not at Only Sometimes | Often Most
al occasionally or
all of the
time

11 have felt tense, anxious
or nervous

2 | havefdt | have
someone to turn to for
support when needed

3 | have felt able to cope
when things go wrong

4 Talking to people has felt
too much for me

5| havefelt panic or terror

6 | have made plansto end
my life

7 1 have had difficulty
getting to Sleep or staying
asleep

8 | have felt despairing or
hopeless

9| have felt unhappy

10 Unwanted images or
memories have been
distressing me

Total (Clinical Score*)

* Procedure: Add together the item scores, then divide by the number of questions
completed to get the mean score, then multiply by 10 to get the Clinical Score.
Quick method for the CORE-10 (if all items completed): Add together the item
scores to get the Clinical Score.
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