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Background: Health services internationally are exploring the potential of telehealth to support the
management of the growing number of people with long-term conditions (LTCs).

Aim: To develop, implement and evaluate new care programmes for patients with LTCs, focusing on
two common LTCs as exemplars: depression or high cardiovascular disease (CVD) risk.

Methods

Development: We synthesised quantitative and qualitative evidence on the effectiveness of telehealth for
LTCs, conducted a qualitative study based on interviews with patients and staff and undertook a postal
survey to explore which patients are interested in different forms of telehealth. Based on these studies we

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

vii



developed a conceptual model [TElehealth in CHronic disease (TECH) model] as a framework for the
development and evaluation of the Healthlines Service for patients with LTCs.

Implementation: The Healthlines Service consisted of regular telephone calls to participants from health
information advisors, supporting them to make behaviour change and to use tailored online resources.
Advisors sought to optimise participants’ medication and to improve adherence.

Evaluation: The Healthlines Service was evaluated with linked pragmatic randomised controlled trials
comparing the Healthlines Service plus usual care with usual care alone, with nested process and economic
evaluations. Participants were adults with depression or raised CVD risk recruited from 43 general practices
in three areas of England. The primary outcome was response to treatment and the secondary outcomes
included anxiety (depression trial), individual risk factors (CVD risk trial), self-management skills, medication
adherence, perceptions of support, access to health care and satisfaction with treatment.

Trial results

Depression trial: In total, 609 participants were randomised and the retention rate was 86%. Response
to treatment [Patient Health Questionnaire 9-items (PHQ-9) reduction of ≥ 5 points and score of < 10 after
4 months] was higher in the intervention group (27%, 68/255) than in the control group (19%, 50/270)
[odds ratio 1.7, 95% confidence interval (CI) 1.1 to 2.5; p = 0.02]. Anxiety also improved. Intervention
participants reported better access to health support, greater satisfaction with treatment and small
improvements in self-management, but not improved medication adherence.

CVD risk trial: In total, 641 participants were randomised and the retention rate was 91%. Response to
treatment (maintenance of/reduction in QRISK®2 score after 12 months) was higher in the intervention
group (50%, 148/295) than in the control group (43%, 124/291), which does not exclude a null effect
(odds ratio 1.3, 95% CI 1.0 to 1.9; p = 0.08). The intervention was associated with small improvements in
blood pressure and weight, but not smoking or cholesterol. Intervention participants were more likely to
adhere to medication, reported better access to health support and greater satisfaction with treatment,
but few improvements in self-management.

The Healthlines Service was likely to be cost-effective for CVD risk, particularly if the benefits are sustained,
but not for depression. The intervention was implemented largely as planned, although initial delays and
later disruption to delivery because of the closure of NHS Direct may have adversely affected participant
engagement.

Conclusion: The Healthlines Service, designed using an evidence-based conceptual model, provided
modest health benefits and participants valued the better access to care and extra support provided.
This service was cost-effective for CVD risk but not depression. These findings of small benefits at extra
cost are consistent with previous pragmatic research on the implementation of comprehensive telehealth
programmes for LTCs.

Trial registration: Current Controlled Trials ISRCTN14172341 (depression trial) and ISRCTN27508731
(CVD risk trial).

Funding: The National Institute for Health Research Programme Grants for Applied Research programme.
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Open access to software developed for
this research programme

The software developed to support the Healthlines Service is freely available to developers who wish to
use the content under a GNU General Public License version 3.

Please note that we are not able to provide any further support for this software nor answer technical
queries about it. The software is made freely available ‘as is’, so that other organisations can make use of
our work and develop it further for patient benefit.

The Healthlines software is available from the following open access repository: https://github.com/
Healthlines/Healthlines-Applications (accessed 26 September 2016).

This repository includes all the code relating to the following areas:

1. patient portal where patients can view previous interactions and add additional information
2. facility to support self-management of blood pressure, enabling patients to enter blood pressure

readings and providing patients with graphical feedback about whether or not their blood pressure is
within target limits

3. call handler management system (including call handling ‘scripts’ for each patient session,
patient management)

4. administration tools (including importing patients, creating call handler scripts/flow)
5. general practitioner (GP) messaging solution (including ability to send details of patient interactions

through to patients’ GPs by e-mail).

Content for the Healthlines depression intervention

Please note that the open access call handler protocols include ‘scripts’ that were designed to support
the use of Living Life to the Full Interactive materials, which are licensed from Five Areas Limited.
More information on the full range of Living Life to the Full Interactive materials can be obtained from
www.fiveareas.com/ (accessed 26 September 2016).

Content for the Healthlines cardiovascular disease risk intervention

All code relating to call handling protocols for the cardiovascular disease risk intervention is not part of
this repository as the intervention was largely based on material used under licence from Duke University
(Durham, NC, USA). For further information about the content of the cardiovascular disease software,
please contact Professor Hayden Bosworth at Duke University (hayden.bosworth@duke.edu).
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Plain English summary

Health services internationally are exploring the potential of ‘telehealth’ – telephone consultations,
the internet and self-monitoring devices – to meet the growing need to improve care for people with

long-term conditions (LTCs). This 5-year research programme consisted of five linked studies focusing on
people with either depression or raised risk of heart disease or stroke as examples of common LTCs.

We reviewed available evidence about which forms of telehealth were effective. We interviewed patients and
staff, some with experience of telehealth, about how it could help them. We surveyed nearly 1500 people
to identify which patients were likely to be interested in different forms of telehealth. Using this information,
we developed a theory-based telehealth intervention, the Healthlines Service. This consisted of regular
telephone calls from health information advisors, supporting people to improve their health and use
applications on the internet and ensuring that they were taking appropriate medication.

Over 1200 people with depression or raised heart disease risk participated in a study in which half were
given the Healthlines Service and half were treated as usual within primary care. Overall, people receiving
the Healthlines Service gained small benefits in their health and felt that they had better support and
access to health care. However, many people did not benefit or lost interest in the service and it was more
costly than usual NHS care. Nevertheless, these costs may be worthwhile for people facing long-term risks
of heart attack and stroke.

In conclusion, the Healthlines Service approach to telehealth for LTCs provided small benefits at a slightly
higher cost.
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Scientific summary

Background

There is international interest in the potential of telehealth to support the management of patients with
long-term conditions (LTCs). ‘Telehealth’ includes technologies to support health care at a distance, such as
messaging, telephone support, the internet and remote monitoring.

The rising number of elderly people in the population, many with LTCs, means that new approaches are
needed to better support people to manage their own health in order for health services to be sustainable
in the face of rising demand and constrained resources.

Aim

The aim of this research was to develop, implement and evaluate new programmes of care for patients
with LTCs based on telehealth and to provide evidence about the benefits and costs. Intended benefits
were improved health outcomes, self-management, patient experience and cost-effectiveness of
care provision.

The programme focused on two exemplar conditions: depression and high cardiovascular disease (CVD)
risk. These are very common but different types of conditions. If new services based on a common
approach proved effective, this would justify developing similar services for other LTCs.

Objectives, methods and results

Overview of the programme
This 5-year research programme consisted of five linked studies. The first three studies, conducted in
parallel, used different research methods to understand which types of telehealth interventions for LTCs
were most likely to be effective, for which patients and in what ways. We used this information to develop
a conceptual model for the design and evaluation of a telehealth intervention – the Healthlines Service.
The final phase of research consisted of two linked randomised controlled trials (RCTs), with nested
process and economic evaluations, comparing the Healthlines Service in addition to usual care with usual
care alone in the two exemplar conditions.

These five studies are summarised in the following sections in relation to their objectives.

Objective 1: to review evidence about telehealth interventions designed to improve
health care for patients with long-term conditions in order to develop a theory about
which types of interventions are most likely to be effective
We conducted a mixed-methods evidence synthesis consisting of six studies: (1) a meta-review of
systematic reviews of home-based telehealth for LTCs; (2) a review of systematic reviews of telehealth for
depression; (3) a synthesis of qualitative research on telehealth; (4) a realist synthesis based on the above
three studies; (5) horizon scanning to ensure inclusion of up-to-date evidence; and (6) a systematic review
of trials of effectiveness of telehealth interventions to reduce overall CVD risk.

Despite a large volume of literature on telehealth for LTCs, much research was of low quality. There was
evidence that telehealth interventions sometimes effectively improved a range of outcomes, although
effect sizes were generally small. It was difficult to reach clear conclusions about which types of telehealth
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were most likely to be effective for different conditions or patient groups because the evidence was
inconsistent. Furthermore, few studies assessed cost-effectiveness. Some telehealth interventions for
depression and anxiety had moderate/large effect sizes [particularly computerised cognitive–behavioural
therapy (CBT)]. Some studies suggested that effectiveness was enhanced with the inclusion of moderator
support for internet-based interventions. The systematic review of telehealth interventions for CVD risk
found no evidence of overall risk reduction. Studies demonstrated a small reduction in systolic blood
pressure and weak evidence of a reduction in total cholesterol, but no evidence of a reduction in smoking.
The review of qualitative literature suggested that patients appreciated telehealth because of perceptions
of increased access to health care, but professionals were less positive. The realist synthesis proposed three
mechanisms of action for effective telehealth for LTCs: relationships between health professionals and
patients; fit with patients’ needs and capabilities; and visibility through feedback. The evidence synthesis
concluded that telehealth for LTCs is acceptable and could be effective, but rigorous evaluation, including
of cost-effectiveness, is needed.

Objective 2: to explore patient and health-care access factors associated with unmet
need and willingness to use telehealth services, specifically types of telehealth
interventions most likely to be acceptable to different patient groups
We undertook a survey of patients with depression or raised CVD risk to explore key factors that influence
interest in using telehealth. Randomly selected patients from 34 general practices were sent a postal
questionnaire assessing sociodemographic characteristics, health needs, difficulties accessing health care,
technology-related factors (availability, technology confidence, benefits/drawbacks of telehealth) and prior
telehealth satisfaction. Multivariable regressions tested the relationships between these constructs and
interest in telehealth via telephone, e-mail/internet or social media.

Of the 3329 patients who were sent a questionnaire, 44% completed it (depression: 606/1589, 38%; CVD
risk: 872/1740, 50%). We found moderate interest in telephone-based and internet-based telehealth but
little interest in social media-based telehealth. In regression analysis these findings were largely unaffected
by patients’ sociodemographic characteristics, health needs or difficulties accessing health care. The most
important constructs related to interest in telehealth were confidence using technology and perceiving
greater advantages and fewer disadvantages from telehealth.

Objective 3: using qualitative methods, to critically examine how telehealth resources
could best be incorporated into the management of patients with long-term conditions
and integrated with current primary care
We explored the views of patients and practitioners through semistructured interviews and focus groups
with patients (n = 38), nurse care managers working for a telephone-based telehealth programme
delivered partly by NHS Direct (n = 16) and practice staff in practices that did (n = 11) or did not (n = 12)
refer into the telehealth programme. Observation was also undertaken at a telehealth call centre.
Data were analysed thematically.

Patients were positive about telephone- and internet-based care for mental health problems, but less
clear about advantages for CVD risk management. General practitioners (GPs) and practice nurses were
ambivalent and sometimes sceptical about telehealth. Telehealth nurse managers characterised their roles
in terms of traditional nursing ideals of developing caring relationships with patients, which patients
also appreciated.

Introducing telehealth interventions involves adapting professional roles and developing new ways of
working. Considering professionals’ and patients’ understanding of complex, multifaceted roles and modes
of delivery is likely to facilitate telehealth service integration. The importance of relationships highlighted by
patients and staff implied a necessity to ensure a personal rather than a ‘call centre’ approach.

SCIENTIFIC SUMMARY

NIHR Journals Library www.journalslibrary.nihr.ac.uk

xxxvi



Objective 4: to develop and optimise telehealth interventions that are likely to be
acceptable, effective and efficient
Building on the evidence described above, we developed a theoretical framework for the development and
evaluation of a telehealth intervention for patients with LTCs, the TElehealth in CHronic disease (TECH)
model. This proposes that effective telehealth interventions are most likely to be effective and acceptable if
they address four components: (1) engagement of patients and health professionals; (2) effective chronic
disease management (including self-management, optimisation of treatment and care co-ordination);
(3) partnership between providers; and (4) patient and health system context. The model proposes that the
key intended benefits (and therefore outcomes for evaluation) of telehealth are improvements in health,
access to care, patient experience and cost-effective care.

We used the TECH model to design telehealth interventions for two exemplar conditions: depression and
raised CVD risk. The intervention (the Healthlines Service) was based on regular telephone calls over a
12-month period from a named health information advisor (HIA), who used motivational interviewing skills
to encourage behaviour change and improved self-management. Participants were encouraged to identify
goals and were offered links to information about quality-assessed resources on the internet. For participants
with depression this included an interactive computerised CBT programme and for participants with
hypertension and raised CVD risk it included blood pressure self-monitoring with automated feedback via a
web portal. Participants’ use of medication was reviewed by the HIAs using algorithms and, when they were
not being treated in accordance with national guidelines, a treatment recommendation was e-mailed to
their GP (including recent readings from monitoring of blood pressure, cholesterol or mental health, as
appropriate, and a summary of the relevant guidelines) and copied to participants. Problems with medication
adherence were addressed. The intervention was designed to work in tandem with general practice.

Objective 5: to determine the clinical effectiveness and cost-effectiveness of long-term
condition management programmes based on telehealth in the two exemplar
conditions
The Healthlines Service was tested in two pragmatic RCTs with nested process and economic evaluations.
The trials were conducted among patients recruited from general practices (n = 43 for depression; n = 42
for CVD risk) in three areas of England. Patients were individually randomly allocated to receive the
Healthlines Service plus usual care or usual care alone.

Depression
Eligible patients had a confirmed diagnosis of depression and a Patient Health Questionnaire-9 items
(PHQ-9) score of ≥ 10. The primary outcome was the proportion of patients responding to treatment (defined
as a PHQ-9 score reduction of ≥ 5 points and a PHQ-9 score of < 10) 4 months after randomisation, with
continued follow-up for 12 months. Secondary outcomes included anxiety [Generalised Anxiety Disorder-7
items (GAD-7)], quality of life [EuroQol-5 Dimensions five-level version (EQ-5D-5L)], self-management skills
and patient-reported access to and satisfaction with health care.

In total, 609 patients were recruited (intervention, n = 307; usual care, n = 302). Eighty-six per cent (525/609)
of participants provided primary outcome data. Response to treatment at 4 months was higher in the
intervention arm (27%, 68/255) than in the usual care arm (19%, 50/270) [odds ratio (OR) 1.7, 95%
confidence interval (CI) 1.1 to 2.5; p = 0.02]. This difference was attenuated over the 12-month follow-up
period. Improvements in anxiety associated with the intervention were sustained across all time points.
Participants receiving the Healthlines Service depression intervention reported better access to support and
advice, greater satisfaction with the support that they received and improvements in self-management
and health literacy, although the effects were generally small. There was no evidence of optimised
medication, nor were intervention participants more likely to report that their care was well co-ordinated.
There was a high rate of patient dropout from the intervention, with participants receiving a median of five
out of a possible 10 encounters. The intervention was more likely to be effective in those who received
more encounters.
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Cardiovascular disease risk
In the CVD risk trial, eligible patients were aged 40–74 years and had a 10-year risk of a CVD event of
≥ 20%, calculated using QRISK®2, and one or more modifiable risk factors (blood pressure ≥ 140 mmHg,
body mass index ≥ 30 kg/m2, smoking). The primary outcome was maintenance of or reduction in QRISK2
score after 12 months (as QRISK2 normally increases with age). Secondary outcomes were as for the
depression trial, excluding anxiety, but also including individual CVD risk factors.

In total, 641 patients were recruited and randomised (intervention, n = 325; usual care, n = 316).
Ninety-one per cent (586/641) of participants provided primary outcome data. More participants in the
intervention group (50%, 148/295) than in the usual care group (43%, 124/291) maintained or reduced
their QRISK2 score at 12 months, although this does not exclude a null effect (OR 1.3, 95% CI 1.0 to 1.9;
p = 0.08). The intervention was associated with small improvements in body mass index (–0.4 kg/m2,
95% CI –0.6 to –0.1 kg/m2), systolic blood pressure (–2.7 mmHg, 95% CI –4.7 to –0.6 mmHg) and
diastolic blood pressure (–2.8 mmHg, 95% CI –4.0 to –1.6 mmHg) but not smoking status (OR 0.4,
95% CI 0.2 to 1.0).

Participants in the intervention arm were slightly more likely to be adherent to their blood pressure
medication, improve their diet and undertake more physical activity. There was no evidence that GPs of
participants in the intervention arm more actively escalated drug treatment for either hypertension or
raised cholesterol. Intervention participants reported better access to health care and better support and
advice and were more satisfied with the treatment that they received than those in the usual care arm,
but there was little evidence that they improved self-management. However, intervention participants
were more likely to have discussed a care plan and to have a positive experience of the organisation and
co-ordination of care than those in the usual care arm.

Cost-effectiveness
An economic evaluation estimated the cost–consequences and cost-effectiveness of the Healthlines Service
interventions plus usual care compared with usual care alone based on cost and quality of life data from
each trial. A cohort simulation model was developed for the CVD risk trial to estimate the long-term
impact of the intervention.

The intervention was not likely to be cost-effective in the depression trial because of a very small mean
quality-adjusted life-year (QALY) difference of 0.001 between arms in favour of the intervention, associated
with an incremental cost of £192. In the CVD risk trial, the intervention was probably cost-effective in both
the short term and the long term. A larger within-trial between-arms QALY difference (0.0132) was
observed in this trial than in the depression trial and the incremental cost associated with the intervention
was lower (£138).

Process evaluation
The process evaluation was based on interviews with eight NHS Direct staff members involved in developing
and delivering the intervention, 13 health professionals in primary care whose patients used the intervention
and 24 Healthlines Service intervention participants. Analysis of these interviews provided support for all
components of the TECH model and showed that the Healthlines Service was largely delivered as planned,
apart from problems delivering continuity of care from a HIA in the first few months, which may have
detrimentally affected patient engagement. In the depression trial, some participants did not feel that the
CBT approach was appropriate for their needs. In the CVD risk trial, some participants were more motivated
by a desire to support research than by a wish to change their behaviour, reducing the potential for the
intervention to deliver behaviour change.
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Conclusion

A comprehensive telehealth service for patients with LTCs (the Healthlines Service) was developed based
on an evidence-based conceptual model and evaluated through two RCTs. The Healthlines Service was
associated with modest health benefits and small improvements in some aspects of self-management
behaviours, access to health care, perceptions of support and patient satisfaction. These small benefits
were associated with increased costs and so the Healthlines Service was unlikely to be cost-effective for
depression but was likely to be cost-effective for CVD risk, especially in the long term. This programme
was designed to explore the potential of telehealth to support the management of common LTCs. These
conditions affect very large numbers of people and so even small improvements in health at an individual
level can have important benefits at a population level.

These findings of small benefits and increased costs are consistent with previous pragmatic studies on
the implementation of comprehensive telehealth programmes. Caution is needed before assuming that
telehealth will have a transformative effect on making health care sustainable in the face of the rising
prevalence of LTCs. However, telehealth encompasses many different technologies and the field is evolving.
The TECH model provides a framework to focus development, as well as help our understanding of which
approaches to telehealth work best, for whom and how. An evolutionary approach based on stepwise
implementation of specific technologies, accompanied by careful independent evaluation, may be more
appropriate than the ambitious comprehensive approach developed and evaluated in the Healthlines study.

Trial registration

This study is registered as ISRCTN14172341 (depression trial) and ISRCTN27508731 (CVD risk trial).

Funding

Funding for this study was provided by the Programme Grants for Applied Research programme of the
National Institute for Health Research.
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Chapter 1 Introduction and background

Background to the development of this research programme

NHS Direct was established in 1998 as a nurse-led telephone advice service for patients with health
problems, as part of a commitment in the White Paper The New NHS: Modern, Dependable1 to
‘modernise’ the NHS and to make its services more accessible and convenient. As the government stated
in the White Paper, the main aim of NHS Direct was ‘to provide people at home with easier and faster
advice and information about health, illness and the NHS so that they are better able to care for
themselves and their families’ (p. 8).1

During the decade beginning 2000, NHS Direct expanded its offering of services considerably, beyond the
original telephone advice line. The NHS Direct website was introduced at the end of 1999 and provided
health information and advice, including ‘symptom checkers’ and signposting to other local NHS services
based on users’ postcodes. Services available from the website expanded and the number of users grew
such that the number of visits to the website rose from 1.5 million a year in 2000 to approximately
18 million in 2009.2 In addition, NHS Direct introduced an interactive digital television channel providing
similar advice as the website. NHS Direct also provided a number of services commissioned nationally or
by other NHS trusts, including additional telephone advice services during periods of excessive demand,
such as flu epidemics or health scares, a dental nurse assessment service, telephone-based pre- and
postoperative assessments for patients having surgery, and local contracts to provide care for people
with long-term conditions (LTCs), such as the Birmingham OwnHealth® scheme [see www.england.nhs.uk/
wp-content/uploads/2014/12/3million-lives-birmingham-ownhealth-cs.pdf (accessed 7 September 2016)],
based on allocating care managers to provide telephone support for patients with conditions such as
diabetes or heart failure. In 2003, NHS Direct3 published a strategy document which stated (with
justification) that the organisation was ‘the largest and most successful healthcare provider of its kind,
anywhere in the world’ (p. 3).

As part of its strategic planning, during the latter part of the decade NHS Direct decided to enhance its
commitment to research and development. It approached Professor Chris Salisbury to explore possibilities
for research, particularly in relation to topics in which they could develop and test new services, which they
could then offer to commissioners. Several possible areas for research were considered, but it became clear
that a key opportunity lay in the potential of NHS Direct to provide support for patients with LTCs. A team
of academics with interest and expertise in this topic area was therefore brought together and this
research programme was developed in partnership between NHS Direct and the Universities of Bristol,
Sheffield, Manchester and Southampton, with Professor Salisbury as Chief Investigator.

Background to the research topic

As the population ages, the priority for the NHS is increasingly to help people manage LTCs. These
individuals consume a high proportion of health-care resources, yet there is considerable variation in
management.4 There is a need to redesign services both to cope with the increasing number of people
needing health care and to improve the standard of care being offered. This ‘requires wholesale change in
the way health and social care services deliver care and support’ (p. 41).5 In 2004, the Department of
Health6 first published a strategy for improving the care of LTCs based on promoting better health by
supporting self-care, providing responsive high-quality services and providing case management for those
with the greatest needs.
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One approach to meeting the need to support improved health care for LTCs is to make greater use
of technologies such as text messaging, telephone support, the internet and remote monitoring.
These approaches can be described as telehealth, which can be defined as the use of electronic and
telecommunication technologies to support health care at a distance from the patient.

There is strong international interest in the use of telehealth to help patients with LTCs.7 At the time that
this programme was commissioned, a number of systematic reviews had been conducted.8–23 These
concluded that telehealth interventions were promising, but that further research was needed in
relation to:

l mechanisms of action
l effectiveness in a wider range of conditions
l clinical outcomes
l economic effects
l relevance to the NHS.

Within the NHS, many organisations were developing telehealth interventions, but formal evaluation had
been relatively limited.

Importance of the research and its relevance to the priorities and needs of the NHS
Over 15 million people in England have a LTC and treatment of LTCs accounts for 70% of total
health-care expenditure. Improvements in LTC management could have major benefits in terms of patient
health, quality of life and use of NHS resources.5

In this programme we decided to test a new telehealth approach, delivered by NHS Direct, within two
exemplar conditions. These were (1) patients with depression and (2) those at high risk of cardiovascular
disease (CVD). We chose these examples for several reasons. They are very different types of conditions,
one affecting mental health and one physical health. However, both conditions are very common and have
a major impact on quality of life. They also account for a high proportion of health-care resources and
there was good reason to suggest that the potential need for care is considerably greater than the capacity
of the NHS to deliver care. Furthermore, in both cases there was some evidence of effective telehealth
interventions, but this evidence was inconclusive. Further discussion of these points in relation to the
exemplar conditions is provided in the following sections.

Studying two very different LTCs in parallel, and developing management programmes for them based on
a common theory-driven approach, would enhance generalisability. The vision was that, if these telehealth
programmes were both effective, this would provide a framework and a justification for the future
development of further programmes for other LTCs.

Depression
Mental health problems are very common: 11% of adults aged 16–74 years in England and Wales
suffer from depression or mixed anxiety/depression.24 These disorders account for 25% of primary
care consultations25 and the cost to society is approximately £25B.26 There is increasing evidence that
therapies of the type that could be delivered by NHS Direct, including computerised or telephone-based
cognitive–behavioural therapy (CBT), are effective.27

Developing the role of NHS Direct in the management of LTCs was also consistent with NHS policy to
design services around patients’ needs, improve convenience of access to care, encourage active
involvement in care and provide information to support self-care.5,28 NHS policy at the time envisaged
telehealth becoming a mainstream aspect of NHS care delivery28,29 and this enthusiasm for the potential of
telehealth to manage patients with LTCs has continued since this programme was commissioned.30 This
interest in the potential of telehealth is perhaps not surprising given that over the last 20 years there has
been an explosion in the use of technology, particularly call centres, the internet, mobile devices and
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‘apps’, that has revolutionised almost all other transactions that used to be conducted through face-to-face
consultations, including banking, shopping and customer support in various industries.

High cardiovascular disease risk
Cardiovascular disease [coronary heart disease (CHD) and stroke] causes 36% of deaths in England and
accounts for one-fifth of all hospital admissions.31,32 In the past, hypertension, obesity and hyperlipidaemia
were considered as separate LTCs, but there is increasing recognition that they should not be thought
of as separate conditions but instead be considered in combination as factors that contribute to an
individual’s overall CVD risk. Therefore, ‘raised CVD risk’ should be considered as a LTC, rather than
treating hypertension, for example, as a LTC. To improve care for patients with a raised CVD risk it is
important to manage all of their underlying risk factors through treatment of high blood pressure, weight
loss, smoking cessation, cholesterol reduction and increased exercise.31–33

One further factor in the decision to use raised CVD risk as an exemplar condition was the policy decision,
announced in 2008, that the NHS was to begin a screening programme for CVD in those aged 40–74 years.
This decision was based on predictions about the potential benefits of such as scheme, but the modelling
used also suggested that screening was likely to identify a large number of people who would need to be
offered intensive management of their CVD risk factors.34 At the time that the Health Checks policy was
announced, it was not clear how the NHS was going to provide the extra capacity to advise all of the extra
people with raised risks who would be identified. Some new forms of help were, in time, introduced
(e.g. health trainers), but it was apparent that the NHS needed to develop new approaches to meeting the
extra needs identified through the Health Checks programme without overwhelming primary care services,
which were already under pressure. Supporting people to use resources that were available online appeared
to be a viable way to help meet this need and NHS Direct appeared to be ideally placed to both develop the
online services and provide telephone support to signpost people to the most appropriate resources.

Need for research in this area

Lack of evidence about effectiveness and cost-effectiveness
At the time that this programme began, a number of systematic reviews of telehealth for a variety of LTCs
had been carried out.8–23 These showed that evidence of effectiveness was stronger for some conditions
(e.g. heart failure) than for others (e.g. diabetes). There was good evidence that telehealth was feasible
and could lead to improvements in specific health behaviours, but there was a lack of evidence about
mechanisms of action, clinical outcomes, cost-effectiveness, patient satisfaction, impact on service
utilisation and acceptability.9,23

The need for theory
Much of the existing evidence about telehealth was inconsistent. This is unsurprising in view of the range of
LTCs, interventions and health system contexts that had been considered. To address these inconsistencies,
there was a need to develop a stronger theory about how and why certain types of intervention might be
beneficial, then to develop interventions based on this theory and test them. In particular, evaluation was
needed to provide robust evidence about clinical outcomes and economic impacts. Most previous research had
focused on narrow intermediate outcomes and process measures rather than meaningful clinical outcomes.

The need to test wide-scale implementation alongside existing services
It was also important to learn how to implement telehealth interventions nationally and make them
mainstream. Many telehealth studies have tested discrete ‘stand-alone’ technologies, such as a specific text
messaging application or a specific website or home monitoring technology. These have been often tested
in volunteer populations. However, evidence of efficacy in research populations does not provide evidence
of effectiveness when the intervention is implemented on a wide scale in real-world application in the
population who might benefit from it. Furthermore, telehealth interventions have often been developed
without consideration of how they will integrate with other existing sources of health care.
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This involves consideration not only of the technology but also of the organisational context. Most previous
studies had been conducted in the USA, which has different problems of access to care, less well-developed
primary care and different financial incentives. Research was needed on integration and mainstream
implementation of telehealth in the NHS, particularly how a national telehealth provider such as NHS Direct
could support local providers of primary care.

The promotion of telehealth-based long-term condition programmes by
commercial providers
In the period around 2005, several commercial organisations were marketing telehealth programmes or
telehealth applications to commissioners for the management of LTCs. This growth in telehealth has been
encouraged by a succession of government policies. At the time that this research programme was being
developed, NHS Direct was working with Birmingham East and North Primary Care Trust (PCT) and the
pharmaceutical company Pfizer on the OwnHealth initiative to support patients with LTCs. This provided
care for people with diabetes, heart failure or CHD. The intervention was based on a behavioural
programme delivered by NHS Direct based on regular telephone support from nurses. Although evaluation
was limited, patients enrolled in the project reported improvements in health behaviours and symptoms,
improvements in some clinical outcomes, such as blood sugar control, and a reduction in primary and
secondary care consultations. Patients had positive experiences of the service and found it accessible
and easy to use.35,36 This supports the feasibility of NHS Direct as a platform for delivering care for LTCs.

This programme grant was designed to build on these foundations to develop and test interventions to
support patients with LTCs, including issues of implementation, so that (if successful) they could be rapidly
rolled out nationally.

Target populations and generalisability
The introduction of NHS Direct reflected a policy drive to make the NHS more responsive to its users, for
example by making it possible for people to seek advice at times and in ways that were convenient for them.
A ‘one-size-fits-all’ approach to NHS provision was no longer considered appropriate. Similar considerations
also applied to telehealth programmes for LTCs to be developed by NHS Direct. We did not consider it likely
that telehealth support for LTCs was necessarily going to be acceptable or appropriate for all or even most
individuals with a LTC. However, it may be a good solution for some people, particularly those who may
have difficulty accessing care through conventional means based on face-to-face consultations. This might
particularly apply, for example, to those who are at work during the day or those who are housebound.
The number of people with LTCs is so large that even if telehealth provided help for only a minority of these
individuals it could still be a worthwhile option if it was more accessible, acceptable and cost-effective for
this group of people.

This has implications for generalisability. In conventional research designs there are concerns if studies
do not recruit a large proportion of the eligible population because findings from the study may not be
applicable to the wider population. However, in this research programme we were interested in identifying
which groups of the population were most interested in and might benefit from a telehealth programme
delivered via NHS Direct. If an intervention was beneficial for these people it would not necessarily need to
be relevant to other people who would prefer to receive help in more conventional ways.

Combining technologies for which there is already proof of concept
In each of our exemplar conditions there was existing evidence that specific telehealth interventions may
be effective, but there was a need to test organisational interventions to deliver them on a wide scale.
The National Institute for Health and Care Excellence (NICE) had highlighted the need for large-scale trials
of LTC management programmes for depression.27 This programme set out to draw on the evidence on
the most promising ‘active ingredients’ of telehealth for LTCs to develop integrated, comprehensive and
theory-driven programmes of care to be delivered by NHS Direct.
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Within our exemplar conditions there was some evidence of effectiveness for interventions that could
be offered by NHS Direct. For depression, it included provision of CBT by telephone or online,37–40 online
self-help41,42 and bibliotherapy.43,44 For CVD risk, this included blood pressure telemonitoring,19 web-based
hypertension management45 and telephone-based interventions to promote medication adherence and/or
risk reduction.46–48

However, in real-life management of patients with LTCs, specific interventions are not offered to patients
in isolation. Patients with depression may well be treated with antidepressants and receive psychological
therapy at the same time. For patients with a raised CVD risk, clinicians need to seek to improve multiple
risk factors, such as blood pressure, weight and smoking behaviour. Attention to these risk factors may
involve the provision of advice, medication, encouragement and signposting to a range of resources.

In this research programme we were not seeking to develop new ‘cutting-edge’ technology for use in
LTCs. Instead, we were seeking to use existing technologies for which there was already some ‘proof of
concept’ evidence to suggest a likely benefit for patients with our exemplar LTCs and to test how to
deliver these interventions on a large scale in a co-ordinated way through a platform such as NHS Direct.

The Whole System Demonstrator project
At the time that this research was developed we were aware of and needed to take account of several
other relevant ongoing projects, in particular the Whole System Demonstrator (WSD) programme. The
Department of Health White Paper Our Health, Our Care, Our Say: a New Direction for Community
Services28 set out a vision for preventative care services and set up the WSD programme to establish
evidence in a UK context by deploying telecare and telehealth services covering a resident population of
over 1 million across three areas of the country.49 This was therefore a very large demonstrator programme
that explored integrated health and social care supported by new technologies, based on radical systems
redesign. The WSD programme was subject to a comprehensive evaluation based on a multicentre cluster
randomised controlled trial (RCT) with accompanying economic evaluation. This was the largest robust
evaluation of a telehealth programme ever attempted and it was important that our own research tested a
different approach. The WSD programme focused on people with serious and life-threatening LTCs such
as lung disease, heart failure and diabetes and, in particular, patients at high risk of hospital admission.

Focus on common long-term conditions and low-cost interventions
The rationale for the WSD programme is that some patients make very high use of expensive NHS
resources and it may be possible using telehealth to support them in a more cost-effective way. However,
the WSD approach was in itself also very resource intensive. Furthermore, those individuals with very high
health-care needs, who are at the pinnacle of the ‘Kaiser pyramid’,50 represent only a very small proportion
of patients with LTCs.

We therefore decided to think about telehealth in a different way and explored an approach to making
self-management resources available via telehealth to large numbers of people with common LTCs.
A core principle of epidemiology is that small shifts in the health of large numbers of people can have
more impact on population health than large shifts in health in those with the greatest health problems.51

The idea was that our intervention would be applicable to many people and so it was important to make
use of inexpensive technologies that could potentially be widely available. Otherwise, the intervention
would be unaffordable even if it was effective.

Furthermore, as we developed this research programme, our initial investigations suggested that most
telehealth interventions being promoted were disproportionately expensive and were very unlikely to be
cost-effective unless they had a big impact on hospital admission rates or led to big improvements in
health. Previous research had not suggested that either was likely to be the case.52–54 Because we were
seeking to achieve small improvements in health in large numbers of people, it was important that
the intervention could be delivered at minimum cost to maximise the likelihood that it would be both
cost-effective and affordable at a population level.
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The potential of NHS Direct
NHS Direct provided a unique opportunity to integrate a range of telehealth interventions for people with
LTCs. It could reach people through several technological channels simultaneously, including an established
network of telephone call centres, the NHS Direct website and a digital television service. No other service
in the world offered this range of co-ordinated services or had the same potential to reach such a high
proportion of the entire population.

NHS Direct had traditionally offered reactive services to people seeking health advice and information. But
it also had the potential to provide proactive services, particularly for people who have difficulty accessing
care through general practice, such as the housebound, commuters or those who do not speak English.
For example, the nationally networked call centres of NHS Direct could, in theory, provide a nurse with
expertise in diabetes who also spoke Hindi to patients anywhere in the country or could provide advice
about smoking to patients at times convenient to them, such as in the evening.

NHS Direct was also a well-recognised and nationally recognised ‘brand’ and achieved high levels of satisfaction
from its users. It had a national network of call centres, a cadre of well-trained staff with experience of
providing health information and advice, well-established facilities for translation for people who could not
speak English, availability of staff outside office hours and the ability to call on experienced nurses, pharmacists
or information specialists who could research and provide specialised advice, for example about medication
interactions. NHS Direct already had experience of testing case management-type approaches to the
management of LTCs through the OwnHealth pilot projects. If it were possible to develop a cost-effective
intervention for LTCs that could be delivered via NHS Direct in a research context, it would be possible to roll
this out relatively quickly and easily to the entire population of England.

Postscript: closure of NHS Direct
This research programme ran from 2009 to 2015, with the trial of the intervention being conducted
between 2013 and 2014.

NHS Direct was closed in March 2014 in favour of the less expensive ‘111’ telephone helpline and the NHS
Choices website. The closure of NHS Direct had been announced in October 2013 but there had been
widespread rumours of closure ever since the BBC leaked in August 2010 that the incoming coalition
government planned to replace NHS Direct.55

Although the potential of NHS Direct had provided the impetus for this research programme, the
underlying research questions about the role of a comprehensive management programme for patients
with LTCs based on telehealth remain entirely relevant. The closure of NHS Direct inevitably led to some
difficulties in conducting the research programme and in particular meant some delays and pauses in the
delivery of the intervention; however, we were able to complete the trial thanks to Solent NHS Trust
community trust replacing NHS Direct as the host for the intervention and the research programme.

NHS Direct offered advantages because of its national reach and infrastructure. However, in practice,
the NHS Direct intervention staff worked from one site (Nottingham) and the intervention that was
developed through this programme could be delivered by other provider organisations and made available
throughout the UK (as was demonstrated by our ability to successfully relocate the service to Solent NHS
Trust). Therefore, we do not believe that the closure of NHS Direct has had an important impact on the
relevance or findings of this research programme.

Aims and objectives

Aim
The aim of this programme of research was to develop, implement and evaluate new programmes of care
delivered via NHS Direct for patients with LTCs and to provide evidence about the benefits and costs of
these initiatives.

INTRODUCTION AND BACKGROUND
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The intended benefits of these new forms of provision were to improve health outcomes for patients,
facilitate self-management, improve the patient experience and improve the cost-effectiveness of
care provision.

The programme focused on two exemplar conditions: depression and high CVD risk.

Objectives

1. To review evidence about telehealth interventions designed to improve health care for patients with
LTCs in order to develop a theory about which types of interventions potentially delivered by NHS Direct
are most likely to be effective.

2. Using qualitative methods, to critically examine how NHS Direct resources could best be incorporated
into the LTC management of patients and integrated with current primary care professional practice.

3. To explore patient factors and access factors that are associated with unmet need and with willingness
to use NHS Direct and specifically types of telehealth interventions that are most likely to be acceptable
to different patient groups.

4. Based on the first three activities, to develop and optimise interventions offered by NHS Direct that are
likely to be acceptable, effective and efficient.

5. To determine the clinical effectiveness and cost-effectiveness of LTC management provided by NHS
Direct in the two exemplar conditions: depression and CVD risk.

Overview of the research plan

This programme consisted of five linked activities that address each of the objectives described in the
previous section. Activities 1–3 were conducted in parallel and informed activities 4 and 5. Below is an
overview of each of these activities:

1. Review and synthesis of quantitative and qualitative evidence about telehealth for patients with LTCs in
order to develop a theory about which types of intervention potentially delivered by NHS Direct are
most likely to be effective.

2. Qualitative research with patients and health professionals to examine how NHS Direct can best
contribute to LTC management.

3. Survey of patients with two exemplar LTCs (depression, high CVD risk) to explore relationships between
access to care, unmet need and willingness to use NHS Direct, to identify factors that are associated
with interest in telehealth and the types of telehealth that are most likely to be acceptable to different
patient groups.

4. Development of a theoretical model that could be used for intervention design and implementation,
as well as development of the interventions for our exemplar LTCs to be offered by NHS Direct that,
based on activities 1–3, are likely to be acceptable, effective and efficient.

5. Randomised controlled trial to determine the effectiveness of LTC management provided by NHS Direct
in two exemplar conditions. We also used qualitative methods to study implementation and conducted
an economic evaluation to assess cost-effectiveness and model future costs/benefits following national
implementation.

The approach was based on Medical Research Council (MRC) guidance on the evaluation of complex
interventions and included defining and understanding the problem, paying attention to context,
developing and optimising the intervention based on a theory about how the intervention is intended
to achieve its aims and conducting a definitive evaluation.56 To develop the intervention, we used an
intervention mapping approach to integrate the various research components. Intervention mapping
involves focusing specifically on the behaviour of users of NHS Direct. A key process in intervention
mapping is to first identify the relevant psychological determinants of behaviour and then systematically
map these onto evidence-based strategies and techniques for changing behaviour. We made use of recent
approaches to intervention mapping and theoretical modelling of behavioural interventions.57–59

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

7





Chapter 2 An evidence synthesis of telehealth
interventions for long-term conditions

Abstract

Background: The objective of the evidence synthesis was to review and synthesise evidence about
telehealth interventions to provide guidance on the types of effective interventions that could be delivered
by the Healthlines study.

Methods: This was a mixed-methods evidence synthesis consisting of six sequential studies: (1) a
meta-review of systematic reviews of home-based telehealth for LTCs published between 2005 and 2010;
(2) a review of systematic reviews of telehealth for depression published between 2005 and 2010; (3) an
evidence synthesis of qualitative research on telehealth published between 2000 and 2010; (4) a realist
synthesis based on studies in 1–3; (5) horizon scanning to ensure the inclusion of up-to-date evidence; and
(6) a systematic review of the effectiveness of telehealth interventions to reduce overall CVD risk and/or
CVD risk factors.

Findings: The evidence base addressing the effectiveness of home-based telehealth for LTCs and
depression is large and generally positive. However, a number of systematic reviews recommend caution
because of the poor quality of the studies (small sample sizes, weak study design and lack of adequate
comparators). There is limited evidence on cost-effectiveness. Qualitative literature on patients’ views of
telehealth are generally positive because of perceptions that it increases access to health care. Professionals
are less accepting of telehealth than patients. Three mechanisms of action were identified in the realist
synthesis: relationships between health professionals and patients; fit with patients’ needs and capabilities;
and visibility through feedback. The systematic review found no evidence of an effect of telehealth on
overall CVD risk, but weak evidence of a small reduction in systolic blood pressure and total cholesterol.

Conclusions: The evidence base shows that telehealth for LTCs is acceptable and can be effective.
However, rigorous evaluation of telehealth interventions, including their cost-effectiveness, is needed.

Introduction

The objective of the evidence synthesis was to review and synthesise evidence about telehealth
interventions to provide guidance on the types of effective interventions that could be delivered by NHS
Direct. The aim was not to undertake a traditional systematic review with meta-analysis of the effect of
different types of telehealth in different populations because a number of reviews had already been
published. Rather, the aim was to undertake a mixed-methods review60 to offer an overview of
the trial-based evidence and complement this with qualitative evidence to inform decisions about the
Healthlines study intervention development.

Design

The mixed-methods evidence synthesis consisted of six complementary approaches undertaken in
sequential order:

1. A meta-review of systematic reviews of home-based telehealth for LTCs published between 2005
and 2010, focusing on the breadth and quality of the evidence base, types of outcomes studied,
acceptability, effectiveness and cost-effectiveness.
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2. A review of systematic reviews of telehealth for depression published between 2005 and 2010.
3. Evidence synthesis of qualitative research published between 2000 and 2010 to develop an

understanding of patient and organisational perspectives of telehealth.
4. Realist synthesis based on studies in 1–3 to draw out underlying mechanisms that might enable

telehealth interventions.
5. Horizon scanning to ensure the inclusion of up-to-date evidence emerging during the 15 months of this

mixed-methods review.
6. Because of resource constraints, we were unable to conduct a review of the evidence base for the

effectiveness of telehealth interventions to reduce overall CVD risk concurrent with reviews 1 and 2.
However, in 2013, an opportunity arose to allow us to undertake a review of RCTs and systematic
reviews in this area. This evidence synthesis was published61 and used for interpretation of the trials in
the later part of the programme rather than for developing the intervention.

Meta-review of systematic reviews

Introduction
The evidence base for home-based telehealth for LTCs is large, with numerous systematic reviews of a
variety of telehealth interventions. Before commencing our evidence synthesis, there were already
numerous systematic reviews of a variety of telehealth interventions and three relevant meta-reviews
published. Meta-reviews synthesise the evidence from systematic reviews. The first meta-review focused on
internet interventions only (including virtual communities, internet-based educational and behavioural
programmes and internet-based CBT) and showed improved outcomes, particularly for patients with
depression.62 The second was a wider review encompassing all types of real-time telehealth and conditions,
which included, but was not specific to, LTCs or home-based telehealth.23 This concluded that the quality
of the evidence base was poor, but indicated benefits of telehealth for the management of chronic
diseases. These benefits included improving health outcomes (and mortality in heart failure), but there was
no benefit for resource utilisation or processes of care. The third meta-review focused on telemedicine and
included e-health, information communication technologies, internet-based interventions and telehealth
for both diagnosis and management of a wide range of conditions, concluding that 21 of 80 reviews
identified telemedicine as effective and 18 reviews identified telemedicine as promising.63 Although these
reviews offered important conclusions regarding the effectiveness of telehealth, they did not focus
exclusively on home telehealth or the management of LTCs. Therefore, there was a need for a further
meta-review of home-based telehealth for managing LTCs to inform the Healthlines study intervention.

Methods

Definitions
A key problem with this evidence base is inconsistent terminology; multiple definitions exist and are used
interchangeably even within the same countries. The definition of telehealth used here included three types
of intervention: (1) telephone-based interventions, including telecoaching, telephone counselling and
telephone follow-up; (2) telemonitoring of patient symptoms and vital signs in which monitoring occurs
at home and electronic data are sent to another site; and (3) computerised, internet- and web-based
treatments with or without practitioner support. We included active (in which the patient interacts with
the intervention or manually enters data) and passive (in which monitors transmit data remotely without
patients manually entering data) interventions; real-time (synchronous) and asynchronous (i.e. e-mail)
interventions; those with and without health-care professional (HCP) input; and those offering social
support and feedback as well as monitoring of symptoms and vital signs only.

Our definition of LTCs was guided by the NHS National Service Framework for LTCs64 and other health-care
guidance.28,65,66 The LTCs included in the meta-review are listed in Box 1.
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Search strategy
We searched MEDLINE, EMBASE/Allied and Complementary Medicine Database (AMED), PsycINFO,
Web of Science, Database of Abstracts of Reviews of Effects (DARE) and The Cochrane Library from 2005
to March 2010 for systematic reviews of telehealth and LTCs. Our search terms included ‘meta-review or
meta review’, ‘quantitative review or overview’, ‘systematic review or systematic overview’, ‘methodologic*
review or methodologic* overview’, ‘review’ ‘quantitative synthes*’, ‘clinical trial’, ‘randomised or
randomised controlled trial’ and ‘controlled trial’ and ‘telemedicine’, ‘telehealth or tele-health’,

BOX 1 Long-term conditions included in the meta-review

l Chronic illness or chronic disease.
l Asthma.
l CHD or heart failure or coronary heart failure.
l CVD.
l Stroke and TIA.
l Hypertension.
l Diabetes mellitus.
l COPD.
l Epilepsy.
l Thyroid disease (hypothyroidism or hyperthyroidism).
l Cancer.
l Dementia.
l Depression (and anxiety).
l Mental health including schizophrenia, psychosis, paranoia, obsessive–compulsive disorder, PTSD

and agoraphobia.
l Chronic kidney disease.
l Atrial fibrillation.
l Obesity.
l Spinal cord injury.
l Multiple sclerosis.
l Motor neurone disease.
l Parkinson’s disease.
l Learning disabilities.
l Arthritis.
l Skin disease.
l Hearing difficulty.
l Headaches and migraine.
l Visual problems.
l Chronic liver disease.
l Endocrine disorders (e.g. Addison’s disease, Cushing syndrome).
l Bronchiectasis.
l Cardiomyopathy.
l Crohn’s disease/ulcerative colitis.
l Glaucoma.
l Haemophilia.
l Hyperlipidaemia.
l Systemic lupus erythematosus and other systemic autoimmune diseases.
l Smoking (in relation to specific LTCs).

COPD, chronic obstructive pulmonary disease; PTSD, post-traumatic stress disorder; TIA, transient ischaemic attack.
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‘telenursing’, ‘telemonitoring’, ‘Ehealth or e-health’, ‘telehomecare’, ‘telehealthcare’, ‘home healthcare’
and ‘assisted homecare’.

Inclusion criteria
We included published systematic reviews (with or without meta-analysis) of telehealth for LTCs in English
referring to home-based or mobile, synchronous (real-time) and asynchronous telehealth interventions.
We focused on reviews of LTCs generally, not on reviews of specific LTCs, that is, we excluded reviews
that focused exclusively on diabetes or depression, for example. We excluded reviews that focused
exclusively on children, inpatient populations, service-to-service interventions, clinic-based interventions
(i.e. not deliverable at home or on mobile technology, e.g. telecardiology) or smart home technology or
that did not report outcomes. When reviews included some trials related to any of the above we included
them, explicitly highlighting this and focusing on outcomes for patients relevant to our meta-review.
We also excluded Cochrane reviews at protocol stage. Two reviewers independently reviewed abstracts to
agree on papers for full-text retrieval. When there was doubt about a paper, the full-text paper was
retrieved. Two independent reviewers reviewed full papers to ensure that they met the inclusion criteria.

Data extraction
Data were extracted from systematic reviews using a standardised form. All data were extracted by a
member of the review team (AR) and checked by a second team member (AOC or CP). When there were
any discrepancies, reviewers discussed this as a team to agree a resolution.

Quality appraisal
We assessed the quality of each systematic review using the five core quality questions from the Centre for
Reviews and Dissemination for inclusion in DARE (see www.crd.york.ac.uk/CRDweb/html/helpdoc.htm).67 Two
reviewers examined and agreed on the quality of the reviews according to these five core quality questions. A
review was included if it met at least the first three mandatory criteria and four out of the five criteria.

Results

The evidence base
The Preferred Reporting Items for Systematic Reviews and Meta-Analyses (PRISMA) flow diagram shows the
stages that we went through to identify 36 reviews (Figure 1). Of these, 11 were excluded because they
provided no outcomes, were not systematic or focused on acute care, a single condition or ‘smart home
technology’. Twenty-one reviews satisfied the first three mandatory quality criteria and 16 of these met at
least four criteria. Our meta-review includes these 16 high-quality systematic reviews,8,11,16,17,20,40,68–77 which
cover 662 individual studies (Table 1). Six reviews included a meta-analysis. The reviews were undertaken by
authors from Canada (n = 6), the USA (n = 5) and Europe (n = 5) and covered a range of telephone, mobile,
internet-based and computer interventions. Details around data extraction are reported in Appendix 1.

Quality of the evidence base
We included only high-quality systematic reviews. Six of these 16 reviews urged caution regarding weak
research designs of studies within them.11,16,40,68,69,77

Effectiveness
Eleven of the 16 reviews concluded that telehealth was effective for some LTCs or improved some
outcomes.11,16,17,69–73,75–77 Meta-analyses tended to support telehealth, although effect sizes were often
small or moderate. Reviews without meta-analyses produced more mixed conclusions, although none
reported that telehealth was not effective at all.

Some specific conditions were highlighted by some systematic reviews. Positive effects of telehealth
interventions were noted for diabetes in five out of 14 reviews17,70,72,73,77 and for asthma or chronic
obstructive pulmonary disease (COPD) in four out of 12 reviews.69,72,73,76 Three meta-analyses identified
benefits for patients with heart failure or heart disease, including improved control of blood pressure in
hypertension.16,69,77 Two meta-analyses identified larger effect sizes for mental health than for other LTCs.16,75
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Specific outcomes
A range of positive outcomes, for example increased compliance or reduced burden of illness, was
frequently reported.16,17,69–71,73,77 Two reviews reported improved educational outcomes11,73 and seven
reported significant positive behavioural change,11,17,20,68,71,73,75 particularly improved self-monitoring or
management in patients with diabetes17 and better treatment adherence.17,20,68 There were few firm
conclusions about the impact of telehealth on quality of life, although one meta-analysis reported
improvements associated with computer-mediated support groups.75 The three reviews which suggested
that telehealth improved social support11,73,75 were countered by three that reported inconsistent or
insufficient evidence.8,20,76

Resource utilisation
The evidence about the impact of telehealth on resource utilisation was mixed. Telehealth was shown
to reduce admissions for heart failure, heart disease, diabetes and hypertension8,17,20,72 and reduce
hospitalisations for elderly patients with LTCs.70 However, other reviews showed limited impact on service
utilisation11,76 and meta-analyses reported that the evidence for a positive impact of telehealth on resource
utilisation was questionable.11,68,77

Cost-effectiveness
Four reviews found some evidence for cost savings,20,70,74,77 but one was unable to determine cost-effectiveness.11

547 excluded as duplicates, not
 telehealth, not LTC focused, 

not systematic reviews, 
service-to-service interventions,

protocols or conference proceedings

36 full papers
retrieved for full-text

screen by two reviewers

11 excluded: did not
report outcomes, 

not LTC specific, historical 
accounts, service-to-service 

interventions, diagnosis specific

16 high-quality 
systematic reviews 

included in meta-review

25 systematic
reviews assessed

Other sources: (n = 221), including
The Cochrane Library Cochrane

Reviews, DARE and HTA reviews,
 NHS Economic Evaluations and

grey literature

583 systematic reviews identified
from CINAHL (n = 81)/MEDLINE
(n = 85)/EMBASE (n = 144)/AMED

(n = 5)/PsycINFO (n = 47)

FIGURE 1 The PRISMA flow diagram for the meta-review of systematic reviews. CINAHL, Cumulative Index to
Nursing and Allied Health Literature; HTA, Health Technology Assessment.
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Patient satisfaction
Three reviews commented on patient attitudes towards telehealth and indicated that patients find
telehealth acceptable.17,70,77

Types of technology
Telephone-based interventions worked well according to four out of the eight reviews that considered
them alone or as part of more complex interventions.8,20,70,77 The use of mobile phones and text messaging
appeared to be effective,71,73 particularly for promoting behaviour change. Vital signs monitoring was
reported as producing clinical benefits in approximately half of the trials in one review,20 but other reviews
suggested that this might be limited to particular conditions, such as hypertension,69 diabetes,17,68,69,77 heart
failure17,68 and respiratory conditions.69 Vital signs monitoring was associated with increased mortality
among COPD patients and appeared to offer no benefits for dementia,70 obesity or blood glucose control
in diabetes.72 Support for internet and computer technology was also mixed. Four out of the seven reviews
addressing this showed some positive effects.11,40,75,76 Text reminders appeared to work better than e-mail
or internet reminders.71 Videoconferencing was associated with improved outcomes across a range of LTCs
in one review,16 but there was inconsistent evidence for its use in delivering support and education.20

The role of health professionals
Few reviews compared different HCPs delivering the intervention or explored whether or not the presence
of a professional was necessary. Professional care was not compared with lay or peer support. Telephone
follow-up by nurses was shown to improve clinical outcomes and reduce service use.20

TABLE 1 Quality assessment of the 16 reviews included in the meta-review

Review
Inclusion/exclusion
criteria reported?

Search
adequate?

Included studies
synthesised?

Validity
of studies
assessed?

Sufficient details
about studies
presented?

Barlow 200720 Y Y Y Y U

Botsis 200870 Y Y Y Y Y

Bowles 200717 Y Y Y N Y

Cole-Lewis 201071 Y Y Y Y Y

Cuijpers 200840 Y Y Y Y Y

Dellifraine 200816 Y Y Y Y Y

García-Lizana 20078 Y Y Y Y Y

Hersh 200672 Y Y Y Y U

Krishna 200973 Y Y Y N Y

Murray 200511 Y Y Y Y Y

Oake 200968 Y Y Y Y Y

Paré 201069 Y Y Y N Y

Polisena 200974 Y Y Y Y Y

Rains 200975 Y Y Y Y Y

Stinson 200976 Y Y Y Y Y

Tran 200877 Y Y Y Y Y

N, no, the study does not meet the relevant criterion; U, unsure, insufficient information to determine if the study meets
the relevant criterion; Y, yes, the study meets the relevant criterion.
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Types of patients
Few reviews examined patient-specific characteristics. One review suggested that younger patients, male
patients and possibly black ethnic groups benefited most from home telehealth,16 but another reported no
differences in outcomes linked to age or sex.71 Another identified that there was insufficient evidence with
regard to disadvantaged groups benefiting, but some suggestion that computer interventions may benefit
those living in rural communities.11

Conclusions
The evidence base addressing the effectiveness of home-based telehealth for LTCs was extremely large
and generally positive. However, a number of systematic reviews recommended caution when using this
evidence base because of the poor quality of studies, citing small sample sizes, weak study design and lack
of adequate comparators. There was also very limited evidence on cost-effectiveness. This was supported
by a more recent evidence synthesis of the value of telemedicine in the management of five common
LTCs: asthma, COPD, diabetes, heart failure and hypertension.54 This concluded that most studies have
reported positive effects but have measured outcomes in the short term only and that the evidence base
is ‘on the whole weak and contradictory’ (p. 219).54

The conclusion from this part of the evidence synthesis was that rigorous evaluation of telehealth
interventions for LTCs, including their cost-effectiveness, is needed. The implications for the Healthlines
study were that the evidence base was too diffuse to make a significant contribution to the development
of the study intervention, although there was sufficient indication of positive effects from telehealth to
make it worthwhile to develop a new intervention as proposed.

Review of depression

Introduction
After reading the meta-review, the Healthlines study team was interested in the evidence specific to
telehealth interventions for the two exemplar LTCs in the study: depression and CVD risk factors.
The review of CVD risk factors was not pursued at this stage because of resource constraints. Few trials or
reviews had selected patients at risk of CVD and it was not feasible within the time available to conduct
individual systematic reviews for the evidence in relation to each of the large number of factors that
constitute raised CVD risk (hypertension, obesity, smoking, hyperlipidaemia, etc.). As we explain later
(see Systematic review of telehealth interventions for primary prevention of cardiovascular disease), an
opportunity did arise to carry out the CVD risk review at a later stage. However, we were able to review
the evidence base for depression in the first phase of this programme, which is summarised here.

Methods
The focus of this review was on identifying systematic reviews of telehealth for depression and other mental
health problems. We searched six databases for relevant systematic reviews that were published between
January 2005 and March 2010. With regard to depression, we identified nine systematic reviews of
telehealth and/or web-based interventions for depression,78–86 three of which provided a meta-analysis.79,80,86

We also identified 11 reviews about a range of mental health problems or anxiety disorders15,40,87–95 and, of
these, five provided a meta-analysis.40,87–89,95 Most of these reviews included a small number of trials
and small sample sizes, raising concerns about the quality of the evidence base.

Findings
When conducting this review we focused on five key questions that we sought to answer from the
evidence base. We approached the evidence in this way because the main purpose of this work was to
inform the development of the subsequent intervention to be tested later in the research programme.
Each of the questions addressed by the review, as well as the available evidence derived from the
depression review, is discussed in turn in the following sections.
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Are mental health problems amenable to improved management using telehealth?
There was evidence of improved patient outcomes, including quality of life and medication adherence,
for telehealth interventions for depression,78–80,85,94 anxiety-related disorders87,89 and post-traumatic stress
disorder (PTSD).88,95 Systematic reviews with meta-analyses for depression reported positive effects for
telephone-based psychotherapy for depression,79 internet-based CBT80 and computerised psychological
treatment.86 Other reviews showed that telemedicine,78 internet-based interventions and support82

and computerised CBT81 improved symptoms. Positive effects were found in three of the four RCTs of
computerised CBT for mild to moderate depression85 and improvements in mental health were linked to
the MoodGYM and BluePages programmes in particular.84 Three of the five systematic reviews with
meta-analyses considering mental health problems or anxiety disorders reported moderate to large effects
for mental health and/or anxiety.87–89 For anxiety disorders, there were large effect sizes for computer-aided
psychotherapy87 and remote communication technologies.89 There were moderate effects overall for
internet-based psychotherapeutic interventions for PTSD and panic disorder, but effects were small for
depression and weight loss.88

Which patient groups with mental health problems are most likely to use or benefit
from telehealth?
Most RCTs of telehealth for mental health problems recruited adults, although some of the systematic
reviews included trials involving youths, students or older school children.78,84,86,88 There was some evidence
that psychotherapeutic interventions delivered over the internet worked better for young adults (19–24 years)
and adults (25–39 years) than for youths and older people.88 Internet-based mental health programmes
reduced anxiety in adults and students and performed similarly well in pilot studies with schoolchildren.84

Patients with mild to moderate depression reported reduced symptoms after computerised CBT.84,85,94

Telephone interventions for mental disorders were associated with significant symptom improvements for
patients with mild depression.15 One review reported that an internet-based programme (MoodGYM) may
not be appropriate for people with low literacy levels.84

Patients were generally satisfied with telehealth and internet or computerised treatments,83,91 especially
computerised CBT, with some preference for therapist-led treatment. Therapists were generally less
satisfied with telehealth than with usual care.81

What kinds of technologies work best for mental health problems?
Telephone15,80,89,90 and internet79,82–84,86,88 interventions were associated with improvements in anxiety
and produced large effect sizes with no difference in dropout rates compared with face-to-face care.87

In contrast, computerised CBT with no or minimal therapist input was associated with high dropout
rates.81,85,87 Sub-analysis of technologies for computer-aided psychotherapies yielded non-significant
differences between home computer and palmtop technologies.87

How, where and by whom are telehealth interventions delivered?
In terms of how these interventions were delivered, internet-delivered interventions were largely found to be
effective.79,82–86,88,94 Telephone-administered psychotherapy interventions demonstrated significant benefits
when delivered by mental health specialists.80 There was some evidence that professional support for internet-
based and computerised interventions resulted in larger effect sizes than unsupported interventions.79,86

Individual therapy over the internet was more effective than group therapy, which suffered from greater
attrition than individual therapy.80 Interactive internet sites were significantly more effective than static
(passive, information giving) sites in providing support for a range of mental health conditions, as were
closed sites where participants were pre-screened.88 Most systematic reviews reported on interventions in
primary care settings. The duration of treatment was not related to symptoms or attrition rates80 and there
was some evidence that effects could extend beyond the follow-up period.78,87,88
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What outcomes are associated with telehealth for mental health problems?
Most interventions were associated with moderate or large effects on depression and anxiety.15,78–80,85–90,94

Other beneficial effects included the promotion of security and honesty and minimising potentially distracting
behaviours91 and improved antidepressant medication adherence.15 Most systematic reviews did not address
cost-effectiveness, although there was some evidence of cost benefits of video conferencing in psychiatry91

and internet-based mental health programmes used by large numbers of patients.84

Conclusions
The evidence base for telehealth for depression and other mental health problems was similar to the
overall evidence base: although systematic reviews were available, these were based on a small number
of trials with small sample sizes, creating an essentially weak evidence base. Nonetheless, the findings
about effectiveness were generally positive. There was support for telephone-based and computerised- or
internet-based interventions for depression. In fact, CBT interventions appeared to be very effective, with
evidence that professional support could further improve the effectiveness of computerised CBT. There was
little evidence of cost-effectiveness.

The implications of this part of the evidence synthesis for the Healthlines study were that further rigorous
evaluation of interventions would be welcome, given the quality of the evidence base, but that there is
support for a range of interventions, including computerised CBT. In addition, there was some indication
that the provision of professional support for computerised interventions might be beneficial.

Synthesis of qualitative evidence

Introduction
In a third piece of work, we conducted a review of qualitative research into home-based telehealth for
LTCs to develop an understanding of patient and organisational perspectives of telehealth.

Methods

Search strategy
We searched EMBASE, MEDLINE, the Cumulative Index to Nursing and Allied Health Literature (CINAHL)
and PsycINFO for relevant articles between 2000 and 2010. In comparison to the other reviews described
earlier, we included a longer time period here because we did not expect to find many papers. Our search
terms included ‘meta-review or meta review’, ‘systematic review or systematic overview’, ‘qualitative exp’,
‘Review’, ‘meta-ethnograph*’, ‘meta-synthes*’, ‘observational method’, ‘focus group’, ‘narrative analysis’,
‘phenomenological research or phenomenology’ and ‘telemedicine’, ‘telehealth or tele-health’, ‘telenursing’,
‘telemonitoring’, ‘Internet’, ‘Ehealth or e-health’, ‘telehomecare’ and ‘telehealthcare’.

Inclusion criteria
We included any papers meeting our inclusion criteria for LTCs and telehealth as described earlier for the
meta-review and also with a qualitative methodological focus, including qualitative interviews, focus
groups and content analysis. We excluded opinion pieces, ‘data light’ studies, reports on service-to-service
interventions, papers on generic internet use, papers looking exclusively at the content of an intervention
and papers not meeting two of the 10 quality criteria (see Quality appraisal).

Data extraction
We identified 1876 references and retained 122 after application of inclusion and exclusion criteria to
the abstracts. After removing duplicates, 69 papers were retained for full-text review. Two review team
members then independently reviewed the 69 full-text papers in terms of the inclusion and exclusion
criteria, as well as assessed the quality of these papers, as described in the following section.

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

17



Quality appraisal
The quality of qualitative papers was assessed by two reviewers (AR, CP) using the Critical Appraisal Skills
Programme (CASP) quality criteria.96 The 10 questions are shown in Box 2. We excluded papers that did
not answer ‘yes’ to the first two CASP questions, which ask whether or not there were clearly stated
research aims and whether or not appropriate qualitative methods were used. Very few studies satisfied all
of the CASP quality criteria (see Appendix 2).

Findings

The evidence base
Twenty-nine papers were included in the final review.81,97–124 Details of the participants, methods and focus
of these papers are provided in Appendix 3. There were two systematic reviews with qualitative and
quantitative content81,97 and 27 primary studies of patient or stakeholder perspectives. Most papers
originated in Europe (n = 18, including 11 in the UK), followed by the USA (n = 7), Canada (n = 3) and
Australia (n = 1). The evidence base addressed a wide range of conditions, some of them relevant to the
Healthlines study, particularly depression,98,99 hypertension100 and online counselling.101

We identified three themes from these papers – perceived access, care and symptom management and
technologies – and then focused on the question of which professionals or agencies should deliver
services, as this was of particular interest to the Healthlines study in terms of designing the subsequent
RCT. Evidence around each of these three themes is discussed in the following sections, followed by an
examination of whether specific health professionals or agencies should deliver telehealth services.

Perceived access
Patients and professionals generally perceived that telehealth could lead to increased access and decreased
emergency visits.97,102–104 Rural patients with moderate depression perceived an improvement in access from
using telehealth.99 Patients reported advantages of online interventions for mental health and behavioural
problems, including convenience, access and anonymity,98,99 but these were often balanced by concerns
about lack of closeness and therapist trust, privacy and confidentiality fears and lack of visual cues. Patients
shown a video of a Home Telecare Management System were positive, mentioning perceived benefits of
less travel time and fewer medical visits, but there were some concerns about whether or not it could be
used by some patients with disabilities.105 Benefits of online support included the timing of sessions fitting
into people’s routines.98 Patients with severe symptoms from at least one LTC103 and patients with multiple
chronic illnesses104 felt that they benefited from improved access. The perceived benefits of telehealth for

BOX 2 Critical Appraisal Skills Programme quality criteriaa

1. Was there a clear statement of the aims of the research?

2. Is a qualitative methodology appropriate?

3. Was the research design appropriate to address the aims of the research?

4. Was the recruitment strategy appropriate to the aims of the research?

5. Were the data collected in a way that addressed the research issue?

6. Has the relationship between researcher and participants been adequately considered?

7. Have ethical issues been taken into consideration?

8. Was the data analysis sufficiently rigorous?

9. Is there a clear statement of findings?

10. How valuable is the research?

a The CASP quality criteria checklist was sourced from the Public Health Resource Unit, Institute of Health

Science, Oxford.96
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older people included not having to travel99 and an ability of telehealth to reach an underserved elderly
population.106 Stakeholders believed that younger diabetic patients or those comfortable with technology
would more likely benefit from virtual clinics.107

It was suggested that adults with low literacy levels could benefit from e-health interventions, although
concerns were also expressed around oversimplified interventions being perceived as too basic108 or that
patients might be misunderstood and unable to express themselves adequately in relation to computerised
CBT.98 Online CBT was perceived as particularly beneficial for patients familiar with computers.98 Conversely,
patients with little or no information technology (IT) experience reported positively on technology for blood
pressure control.100 In a study of monitoring and messaging device alerts, clinicians reported that significant
time, good knowledge and high engagement from patients was necessary, and patients with some health
conditions (including tremors) could not use the technology.109

Although there were benefits of telephone interventions overall, including mobile technology for asthma
control and management,110 problems reaching transient populations with mental health problems were
also cited.111 However, internet programmes for people with chronic diseases reduced isolation and
improved information sharing112 and patients with cancer involved in internet support groups appeared to
benefit from empowerment and reduced isolation.113

Care and symptom management
Professionals felt that telehealth aided diagnosis, could improve trust between patients and nurses and could
lead to greater professional autonomy,103 but they were concerned about medico-legal implications.104

Perceived benefits of a diabetes decision support system and telehealth included improved self-management,
increased confidence and rapport with the diabetes team and increased patient openness.106,114

A systematic review of internet-based CBT reported that there was an unintended consequence of an
intervention in that it reinforced the health problem, rather than helped to address it.97 Similarly
concerning, a mobile technology for asthmatics was seen by professionals as engendering dependence
on technology or the clinician.110 Therapists, nurses and doctors were all less enthusiastic than patients
about telehealth.81,115

Improved self-management through monitoring in diabetes was noted,106,109,114,116 as was increased
symptom awareness112,117 and better self-management for LTCs generally.103 For example, middle-aged
men with diabetes reported improved knowledge and management of symptoms linked to a diabetes
decision support system, but the system was reported as not working for patients engaging in sport.114

Reports also suggested that patients with poorly controlled diabetes benefited from frequent monitoring
and medication adjustment109 and patients with good diabetic control benefited from telephone
coaching,111 but a highly transient population had difficulties responding to telephone contact.111 Patients
of varied ethnic groups expressed improved peace of mind linked to home telecare.105 Lastly, daily
monitoring was perceived as promoting adherence.118

Technologies
Some concerns were expressed about using technology, including technical difficulties and fear of
technology. Although few technical problems related to online interventions were actually reported,98 there
were some problems with imperfect technology.106,109 For instance, nurses reported technology limitations
of telehealth for COPD, including unpredictable equipment performance and poor picture quality, which
impacted on the quality of care for these patients.115 District nurses also experienced some technical
problems with mobile technology (internet connections) for LTC care at home.102

In terms of patient views, telehomecare technology for heart failure was perceived as positive, but spouses
showed emotional responses when technology failed117 and the complexity of the technology was a
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concern for some heart failure patients.118 The theme of ‘fear’ of technology, which was linked to older
age, also emerged for some heart failure patients105 and training was advocated. Fears included computer
anxiety and difficulties for older people in terms of understanding technology, expressed by participants in
statements such as:

we have not grown up with computers . . . you only have to look at the level of resistance from older
people using ATMs in the banks. A lot of old people when confronted with such a system, freeze up,
as it is complicated for them . . . something they fear.

Rahimpour et al. (p. 492)105

However, patients with little or no IT experience reported positive attitudes towards technology for
hypertension management.100

Does it matter which professionals or agencies deliver telehealth services?
There was support in the literature for the view that health professional input was valued, particularly in
the context of mental health problems. Psychologist delivery of internet CBT was viewed positively by
patients98 and having a facilitator to improve the ‘personal’ experience was advocated.99 Contact with a
mental health clinician prior to telehealth was also seen as important.99 Positive diabetes peer support was
provided through virtual clinics116 and nurses were seen as good facilitators for providing online support by
mothers of children with mental health problems.119

Conclusions
Qualitative literature on patients’ views of telehealth suggests that it is generally accepted and appreciated
because of perceptions that it increases access, particularly for remote and hard-to-reach patients or older
patients, improves self-management if monitoring is involved and improves care or support, particularly in
depression and mental health. However, the technology can be a barrier for some older patients, some
patients with LTCs that involve physical disabilities and patients with low literacy levels. There were also
some concerns about dependence on technology and health professional contact may be important for
mental health interventions.

Professionals were less accepting of telehealth than patients, voicing concerns over loss of role, confidentiality,
loss of face-to-face contact or the therapeutic relationship and loss of non-verbal communication. However,
they also perceived some benefits of telehealth, such as increasing access and patient contact, improving
communication and monitoring and facilitating self-management.

The implications for the Healthlines study were that there would be few problems with acceptability of
interventions to patients with LTCs, there was potential to impact on self-management when monitoring
was used, attention would need to be paid to directing computer-based interventions at people who
were used to computers or technical support should be offered (particularly for older people) and health
professional input might be of benefit for the intervention for depression.

Realist synthesis

Much of the text in this section is reproduced from Vassilev et al.125 © Vassilev et al.; licensee BioMed
Central. 2015. This article is published under license to BioMed Central Ltd. This is an open access article
distributed under the terms of the Creative Commons Attribution License (http://creativecommons.org/
licenses/by/4.0), which permits unrestricted use, distribution, and reproduction in any medium, provided
the original work is properly credited. The Creative Commons Public Domain Dedication waiver
(http://creativecommons.org/publicdomain/zero/1.0/) applies to the data made available in this article,
unless otherwise stated.
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Introduction
This part of the evidence synthesis used a realist synthesis to focus on the mechanisms that might be at
play within telehealth interventions.

Methods
We followed Pawson’s seven stages for a realist synthesis: identify the question and clarify the purpose of
the review; theory elicitation; search the evidence; appraisal; extract the results; synthesise findings; and
draw conclusions and make recommendations.126 This was an iterative rather than a linear process and in
our study we had searched for much of our evidence prior to theory elicitation.

Identify the research question
Our research question was, ‘How does telehealth improve the health of people with LTCs?’ We focused
on identifying the mechanisms by which telehealth interventions appear to change health behaviours
or outcomes.

Searching the evidence
We used the literature reviews described earlier (see Meta-review of systematic reviews, Review of
depression and Synthesis of qualitative evidence). We reread these papers to inductively identify features
that appeared to contribute to successful interventions. We discussed and refined these features within
our team and then returned to the evidence base to seek out confirmatory and disconfirmatory evidence
about potential mechanisms that underpin successful telehealth interventions. When relevant, we read the
individual primary studies that were included in the systematic reviews to further explore the relevant
issues. In addition, we ran MEDLINE searches to identify other key papers that had been published
subsequent to our earlier literature searches.

Theory elicitation
We focused on three possible explanations or theories that suggested how telehealth works to change
health outcomes. These emerged from our team thinking about issues that might be important to the
success of these types of interventions in the context of the evidence we had read about and synthesised
in the three earlier literature reviews (see Meta-review of systematic reviews, Review of depression and
Synthesis of qualitative evidence). We identified these explanations or theories with the intention of
returning to the literature to help us draw conclusions about their importance:

1. Relationships – relationships or connections between people (patients, peer groups and/or lay and
professional carers) are a necessary component of telehealth interventions.

2. Fit – the extent to which a telehealth intervention can be integrated within everyday life and health-care
routines determines the success of deployment/adoption.

3. Visibility – systems that increase the visibility of symptoms or health problems to self or others impact
positively or negatively on the adoption of telehealth interventions depending on whether or not
patients want anonymity.

Appraisal
We had undertaken quality appraisal of all papers in our earlier reviews.

Data extraction
We developed the evaluative framework using our initial ‘theories’ to compare and examine the findings
within the high-quality literature identified in the three literature reviews (see Meta-review of systematic
reviews, Review of depression and Synthesis of qualitative evidence).

Synthesis of findings
We compared findings from different studies, looking for examples that challenged, refined or supported
the theories identified.
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Findings

Relationships
We examined the literature to see whether or not, why and how relationships were important for the
success of a telehealth intervention. In particular, we focused on the relationship contexts, specific aspects
of relationships (e.g. continuity, communication, rapport), differences between peer-to-peer and
patient–professional relationships and whether telehealth technology augmented or substituted for
face-to-face/personal contact.

Evidence about professional input
There was evidence to support the case that telehealth can work without professional input. For example,
a RCT of an internet-based CBT programme, Beating the Blues, showed that computerised care outcomes
were comparable to face-to-face care outcomes, nearly half of those completing the programme were
reported to be clinically recovered and a computerised CBT programme for the management of mild to
moderate depression was associated with clinically significant patient benefits.127,128

Similarly, there was also evidence that interventions with minimal health professional input could deliver
improved outcomes. First, internet CBT self-help for headache with online exercises was associated with
significant reductions in headache-related symptoms and perceived stress and adding in therapist contact
over the telephone did not influence the results.129 Second, a meta-analysis of computer-tailored interventions
for changing health behaviours (which relied completely on algorithms) had a clinically significant impact on
behavioural risk factors.130 Third, a trial of an internet behavioural weight loss programme, VTrim, showed
no benefits of in-person therapy in addition to internet-only treatment, although the authors reported
web-based therapist contact was important to maintain clinically significant weight loss over time.131 Indeed,
some telehealth interventions, such as telemonitoring, were designed to reduce professional input and
contact. Automated and computer-based monitoring systems were sufficient to reduce blood pressure132

and also improved overall well-being and nutrition,133 despite minimal professional contact. Therefore, it is
unlikely that professional support is essential to the success of telehealth.

However, professional contact appeared to be important in some cases. It enhanced outcomes for panic
disorder134 and depression, with professional support alongside computerised programmes showing
improved outcomes.79,86 Although computer-based interventions alone were not able to change health
behaviours (reported in all five studies in Saksena135), pharmacist assistance coupled with web-based
education resulted in significant improvements in blood pressure control.135 There was also some evidence
of a sense of loss, expressed by both professionals and patients, associated with telehealth with reduced
health professional contact93,98,99,136 and reductions in rapport,93 such that these interventions were ‘not
preferable to seeing a doctor in person’ (p. 21).136

In summary, professional relationships did not appear to be essential but may improve acceptability and
may improve outcomes for mental health and computer-based interventions.

Evidence about peer support
There was little evidence to support the necessity of peer support for the success of an intervention.
Sometimes the peer support was inherent within an intervention, that is, it was a peer support intervention.
For example, computer-mediated support groups for depression and weight loss showed benefits.75

For weight loss, logon rates were higher among those using an internet programme that included peer
support than among those without this element of interaction.131 Important aspects of this type of support
appeared to be promotion of empowerment and a ‘sense of belonging, affiliation and social cohesion’
(p. 1875).137 However, peer support was not always a positive experience: online support groups and
peer-to-peer support included the risk of ‘trolling’, in which peers bully or disseminate negative comments
or inaccurate information.138
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Fit
The reviews had demonstrated that ease of use could be important to users, which led to the possible
mechanism that the extent to which a telehealth intervention can be integrated within everyday life and
health-care routines determines the success of deployment or adoption. When we examined the literature
to see how this mechanism might work, we found evidence of the importance of fit with a patient’s
needs, skills and daily life.

Evidence of fit with patient needs
There was evidence that interventions that were perceived as fixing a problem from the patient’s point
of view might fare better. Some telehealth interventions had the capacity to enhance accessibility of
health care for those who might otherwise not access traditional face-to-face care or those who were
geographically isolated,97,99,104,128 including underserved elderly106 and those who lived in remote areas or
had mobility problems.139 However, highly transient patients were found to be more likely to fail to respond
to telephone communication.111 The use of telehealth could also offer convenience in accessing care
(e.g. not having to travel to appointments98), but this was not always perceived as important to patients.136

Evidence of fit with patient skills
There was evidence that patients needed routine capability in technology to benefit from interventions.
Simple technologies, including telephones, appeared effective,20,140,141 suggesting that technologies that are
already used in everyday life may be easier to use to deliver telehealth. Internet programmes may require
some level of basic training and web-based interventions were more accessible to patients who were
familiar or comfortable with using the internet.98,107 Less computer-literate users expressed concerns over
being misunderstood105 and older people reported fear.105

Evidence of fit with daily life
As well as being able to use the technology, patients with depression cited ease of fitting the intervention –

in this case online CBT sessions – into daily life98 as important.

Visibility
We identified earlier that telemonitoring of symptoms and vital signs was perceived by patients to have
positive impacts on outcomes. This led us to consider that this might have reinforcing and incentivising
functions (e.g. reporting vital signs encouraged self-regulation; the belief that HCPs were monitoring
information may encourage patients to follow instructions; telemonitoring of symptoms and vital signs
enabled HCPs to respond to patients’ needs quickly). This ‘making visible’ to self or others seemed to have
a powerful role to play yet was not always welcome because some patients valued the anonymity offered
by some telehealth systems.

Telemonitoring improved a range of outcomes including reducing admissions and all-cause mortality for
chronic heart failure,10 improving management of blood pressure106 and significantly improving glycated
haemoglobin levels for patients with poor glycaemic control.142 Web support and monitoring using a
diabetes decision support system, which kept track of carbohydrate and blood glucose levels, also
improved diabetes self-management in patients and increased awareness of carbohydrates and blood
sugar regulation. Systems that encouraged accountability – the expectation that patients should check
their blood glucose levels frequently, coupled with feedback from health-care staff facilitated through
technology – also worked well.114 Diabetes patients themselves reported that ‘when you have a date
[upcoming videoconference] you are more likely to do something’ (p. 748)106 and transparency of
recording blood glucose levels helped patients self-manage and enhanced the competence of nurses to
make adjustments to insulin.114

Displaying symptom records meant that ‘there was improved visualisation of blood sugar profiles; there
was closer follow-up of diabetic patients; food became a matter of more pronounced interest to all
members of the diabetes team’ (p. 73).114 For hypertension, computer-based automated monitoring
improved blood pressure and antihypertensive medication adherence; the study authors claimed that
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‘it appears most likely that TLC [the intervention] exerted its effect on blood pressure by affecting patient
medication-taking behaviour, and possibly by influencing physician counselling practice’ (p. 290).132 For
respiratory conditions, including asthma and COPD, visible telemonitoring of symptoms and vital signs was
also associated with behaviour change143 and this type of visibility also seemed to enable success. Norman
et al.144 and Neve et al.145 also showed that visible monitoring and self-monitoring of food and drink intake
improved weight loss and a tailored telephone intervention for hypercholesterolaemia using goal-setting by
nurses was associated with significant reductions in fat intake and cholesterol compared with usual care.146

There was some evidence that involving hypertensive patients in monitoring promoted empowerment,
resulting in the ‘activated patient’ and improved blood pressure control.147 Visible self-monitoring of blood
pressure was shown to improve blood pressure control,69,148–150 particularly when combined with remote
monitoring by HCPs at a distance.148,151

The visibility created by monitoring has been shown to enable reinforcement of information118,120,121 and of
symptom and self-management106,109,114 and behaviour changes.127,145,146,152 Visible reminders to record vital
signs118 or to log on to web-based systems145 encouraged participation. Recording and monitoring of
symptoms and behaviours also enabled feedback, for example telephone feedback for depression139 and
hypertension,132 and it was suggested that both information relevance and depth of processing of the
information could be heightened by updating feedback to reflect a person’s changes.130

Support by peers or professionals also enhanced visibility and perceived personal accountability. For
example, a RCT of a tailored telephone intervention to improve dietary cholesterol adherence showed
being accountable to another person (at regular intervals) impacted positively on patient behaviour.146

The telehealth programmes implemented by the Veterans Association in the USA, such as that described
in Piette et al.,142 used visibility to enable accountability-linked armed services hierarchy and authority
relationships between health-care personnel and patients.

Conclusions
In terms of ‘relationships’, the evidence suggested two underpinning mechanisms by which relationships
enable successful telehealth (or indeed any) interventions: relationships provide support (professional,
peer, clinical and social) for behaviour change and relationships provide opportunities for professional
feedback, which reinforces positive or required behaviour change. This suggests that interventions that
enable connections and contact, notably between patients and professionals, can facilitate support
and reinforcement necessary for behaviour change. When telehealth interventions limit or remove the
relationship between patients and professionals, other opportunities to support and reinforce behaviour
may be necessary. In terms of ‘fit’, the literature pointed to the importance of acceptability and ease of use
of telehealth interventions for patients and professionals. Telehealth can increase accessibility of care for
some populations. Simple technologies appeared to work as well or better than more complex ones and
there are some patient groups who are less able to use some technologies (notably, the web). The third
proposition centred on ‘visibility’. This had both positive and negative dimensions in that visible monitoring
and surveillance appeared to be beneficial, but anonymity was valued by some patients. The evidence
suggested that visibility operated in the following ways: by enabling feedback, which reinforces positive or
required behaviour change; by providing incentives, reminders and behaviour prompts for action; and by
inducing negative feelings (fear) regarding surveillance, stigma and punishment.

There were three implications for developing the Healthlines study intervention. First, relationships may
be a necessary component of care interventions. For this reason, the research team needed to consider
whether and how the telehealth intervention enables or limits the possibility for relationships with
professionals and/or peers. If the intervention removes or replaces relationships, then other mechanisms for
support and reinforcement may be necessary to effect behaviour change. Given the apparent importance
of relationships, it seems likely that patients and professionals might resist or reject interventions that
threaten or limit these. Second, successful telehealth interventions are well integrated into everyday life
and health-care routines. Interventions that enhance or improve access to care (by enabling access or
making it timelier) are more likely to be acceptable to patients. Ease of use is important for adoption of
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technologies. Our synthesis suggests that the intervention should be based on a comparatively simple
technology (e.g. telephone), which is easy to access and use. The intervention should be designed so that
it offers minimal disruption to patient lives and professional routines. Third, the design of the telehealth
intervention should address the issue of visibility. How it does this may depend on the condition and
patient group involved. Monitoring systems can offer opportunities for visible feedback and prompts to
actions that serve as reinforcements of behaviour change. This may be especially important if relationships
are not fostered by the intervention (i.e. monitoring may be used to mitigate the loss of a relationship with
a HCP). This strategy is likely to work best for some physical conditions and diseases such as diabetes and
heart failure. For some conditions, notably mental health, visibility may have negative connotations, as
patients may wish to remain anonymous when using the system. The design of the telehealth intervention
should consider if and how symptoms and signs are made visible by the system and how these are
responded to by the technology, the patient and the HCP.

Horizon scanning

Introduction
In this fast-moving field, the horizon-scanning element considered new developments worldwide that
might inform the Healthlines study intervention development.

Methods
A team member, Simon Brownsell, drew on his wide knowledge of developments in this field. This was
complemented by systematic internet searches. Some documents were available in confidence and a
detailed report of findings was circulated to the research team in June 2010. A summary is presented here
because the horizon-scanning exercise was relevant only for intervention development. The summary
draws on the World Health Organization survey of e-health activity, analysis of the Veterans Association
home telehealth service model and the extensive knowledge of Dr Simon Brownsell, an expert in the field
[Research Fellow in Health Services Research at the School of Health and Related Research (ScHARR) at
University of Sheffield].

Results

An international perspective
The World Health Organization undertakes surveys of e-health activity, and reported the results of these
in 2005 and 2009. Based on the 2009 survey it concluded that telehealth has yet to be consistently
employed to deliver routine services in any health-care system in developed countries.153 Barriers included
resistance to change, lack of IT skills, a lack of evidence of economic benefit, the risk of medical liability
for health professionals delivering services and the technical challenges of over-complex systems prone to
malfunction. There are examples of large initiatives in other countries, with development of mHealth
(use of mobile telephones to improve health). The US Veterans Association provides telehealth services
to > 40,000 people, with evidence of a reduction in health-care resource utilisation for patients with a
diagnosis of heart failure.154 Some aspects of this initiative relate to findings from the four reviews that
we conducted, which are described in the previous sections: patients’ acceptance of technology and
motivation to use the service is part of the initial needs assessment; technology is carefully matched to the
condition, needs and abilities of individual patients; and the new role of care co-ordinator was developed
to continually monitor and manage the care of patients in the home telehealth programme across the
spectrum of health services.

UK perspective
A number of planned telehealth initiatives were identified in local areas around the geographical
boundaries of the Healthlines study and these were fed back to the team to ensure that we were up to
date with changing local contexts. The most important ongoing initiative and evaluation in the UK at the
time of developing the Healthlines study intervention was the WSD programme, which published its
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findings after we had developed the intervention.155 This initiative took place in the context of a cluster
RCT with > 3000 participants in nearly 200 general practices in three areas in England. The conditions
included were complementary to those within the Healthlines study: diabetes, COPD and heart failure.
Another important ongoing initiative was the Birmingham OwnHealth scheme,156 which was a telehealth
programme that employed a care manager for patients with LTCs such as diabetes, CVD, COPD and heart
failure. This initiative involved telephone sessions with the patients’ care manager, who used coaching and
motivational interviewing to help patients to better self-manage their care in an informed manner.

Conclusions
The conclusions were that few mainstream telehealth services exist. Therefore, the Healthlines study
intervention would be important because it was designed in partnership with a NHS organisation
(NHS Direct) and would be delivered by NHS staff, with the aim of ensuring that it would be easier to
implement within the NHS context. It was also the case that NHS Direct was a national service with the
potential to provide telehealth routinely throughout England.

Systematic review of telehealth interventions for primary
prevention of cardiovascular disease

The material in this section has been reprinted from Preventive Medicine, vol. 64, Merriel SW, Andrews V,
Salisbury C, Telehealth interventions for primary prevention of cardiovascular disease: a systematic review
and meta-analysis, pp. 88–95, copyright 2015, with permission from Elsevier.61

Introduction
During 2013, an opportunity arose to explore in more depth the evidence about the effectiveness of
telehealth interventions in the primary prevention of CVD in adult patients in community settings, as the
subject of a master’s thesis undertaken by Dr Sam Merriel under the supervision of Professor Chris
Salisbury, Chief Investigator for The Healthlines Study. This was too late to influence the intervention
development, but we have included it here to offer a more complete picture of the evidence base that we
will draw on in our discussion chapter.

There are a number of systematic reviews assessing the effect of telehealth interventions on individual CVD
risk factors, particularly in the areas of hypertension,9,143,150,157 tobacco use158–161 and obesity.162–165 However,
risk factors for CVD should not be considered in isolation, since it is the combination of factors that
determine a person’s risk of CVD.166 Similarly, since many people with high CVD risk have multiple risk
factors, it seems appropriate to design interventions addressing all of their modifiable risks, since that is how
patients are managed in primary care, rather than focusing on only one of their risk factors. Neubeck et al.167

conducted a systematic review of the effectiveness of telehealth interventions in the secondary prevention of
CHD and showed some evidence of lower all-cause mortality and reduction in multiple CVD risk factors.
However, at the time of this search in 2013, there appeared to be no previous reviews of the evidence for
telehealth interventions to reduce overall CVD risk in disease-free individuals (primary prevention).

Methods

Search strategy
Selected databases (MedLine via OVID, EMBASE Classic via OVID, Web of Science via Thomson Reuters,
CINAHL Plus via EBSCOhost, PsycINFO via OVID, SCOPUS via SciVerse, BioMed Central, PLOS and The
Cochrane Library via Wiley Online) were searched in June 2013. Key search terms were utilised for each
database using Boolean operators, and combined with MeSH or subject terms specific to each database
identified from initial search hits. RCT search filters created by the Scottish Intercollegiate Guidelines
Network (SIGN) were utilised to refine searches in MedLine and EMBASE (www.sign.ac.uk/methodology/
filters.html#random). Citation searching was also performed via Web of Science. Registers of incomplete
systematic reviews and clinical trials (DARE, PROSPERO, ClinicalTrials.gov, and Current Controlled Trials)
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were searched utilising the key search terms. Reference lists of included papers were scanned by title for
potentially relevant studies.

Inclusion/exclusion criteria
All search hits were assessed by title and abstract against the eligibility criteria. Trials utilising real-time or
asynchronous telehealth interventions delivered to patients in at least one arm of the study to reduce
overall CVD risk and/or addressing multiple (i.e. more than one) CVD risk factors were included. Studies
were limited to those focused on adults (aged 18 years and above), with no history of CVD, based in the
community. Non-randomised and observational studies were excluded in order to ensure that the best
available evidence was used in the analysis. Studies of hospital inpatients, interventions only delivered in a
clinic setting, decision support systems for clinicians, and interventions delivered between health services
(not focused on patients) were excluded. Unpublished studies and grey literature were not included.
Articles published in a language other than English were noted in the search but excluded from the
review. No restrictions were placed on date of publication.

Change in overall CVD risk was the primary outcome of interest. A number of CVD risk scores have
been created and validated.166,168–171 Current guidelines for CVD prevention are not consistent in their
recommendations of which CVD risk score to utilise in practice.172–175 Therefore, a pre-specified risk score
was not set for study inclusion. Similarly, specific CVD risk factor measures were not set as part of the
eligibility criteria given the significant number of modifiable CVD risk factors that exist and the wide range
of outcome measures used for each one.

Data extraction and quality assessment
One researcher (SM) and a second reviewer assessed search hits against the eligibility criteria independently.
The Cochrane Risk of Bias tool was selected to assess the methodological quality of the included papers.
The quality assessment was performed at the individual study level only. Data were extracted by the two
reviewers using a standardised form that was developed based on two guides for systematic reviews.176,177

The form was trialled with a sample of selected papers to allow iterative refinement. Data were extracted
from the published articles in the following areas: study characteristics, participants, intervention, primary
outcome and secondary outcome(s). Results of the independent data extraction were directly compared to
ensure accuracy of data collection. When insufficient data were reported to perform the meta-analysis,
study authors were contacted to request the relevant data. Figure 2 shows the PRISMA diagram.

Statistical methods for meta-analysis
Data relating to changes in overall CVD risk and individual CVD risk factors in each study were converted
into standard international units, allowing the standardised mean difference (SMD) between intervention
and control groups to be determined. Analysis of individual CVD risk factors was limited to modifiable risk
factors that are consistently used in overall CVD risk scores. Fixed- and random-effects models were used
to generate an overall estimate of effect of the interventions on CVD risk and the individual risk factors.
Study heterogeneity was assessed using the chi-squared test and I2 statistic, with an I2 > 70% being
considered a high level of heterogeneity. Random-effects modelling was used in the case of high
heterogeneity, and fixed-effects modelling was used when heterogeneity was low. Continuous variables
were presented as the difference in means whilst dichotomous variables were summarised using odds
ratios (ORs), both with 95% confidence intervals (CIs). The meta-analysis was conducted using Review
Manager 5.2.5 (The Cochrane Collaboration, The Nordic Cochrane Centre, Copenhagen, Denmark; 2012).

Results

The evidence base
The search for relevant studies in bibliographic databases, trial and review registries, and through citation
searching returned 2268 hits. After removing duplicates, and applying the inclusion and exclusion criteria,
13 studies were included in this review. The 13 included studies are summarised in Appendix 4. They
featured a diverse range of participants, with sample sizes ranging from 146 to 3382, for a total of 10,057
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study subjects. Forty-one per cent of participants were male, with a mean age of 55.5 years. Seven studies
recruited participants through general practitioner (GP) or specialist clinics; four trials recruited through the
workplace; and the remaining studies gathered subjects through Health Maintenance Organisations,
Veterans Affairs departments or the community. Follow-up periods for participants ranged from 3–96
months. However, only three trials followed participants for > 12 months.178–180

Outcome measures
The trials used a broad selection of outcome measures (see Appendix 4), and the various studies utilised
between 2–14 of these measures. Four studies reported a measure of overall CVD risk,48,180–182 with
three of these studies using the Framingham 10-year CVD risk score48,181,182 and one using SCORE overall
CVD mortality risk charts.180

Quality
Quality varied markedly between studies and between different domains of the quality assessment.
The majority of studies were assessed as being of moderate quality, with low risk of bias in three to five of
the seven domains within the tool. However, incomplete reporting of outcome measures was a common
problem and reporting on the blinding of participants and outcome assessors was particularly poor
(see Appendix 5).
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FIGURE 2 The PRISMA diagram for CVD risk review study selection. This figure is reprinted from Preventive
Medicine, vol. 64, Merriel SW, Andrews V, Salisbury C, Telehealth interventions for primary prevention of
cardiovascular disease: a systematic review and meta-analysis, pp. 88–95, copyright 2015, with permission
from Elsevier.61
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Impact on overall cardiovascular disease risk
Four of the included studies measured overall CVD risk. Bove et al.181 compared a nurse management CVD
risk reduction programme augmented with telemedicine communication with nurse management alone,
in medically underserved urban and rural communities. The mean baseline Framingham CVD risk was
relatively high in both study groups (17.50 vs. 17.80), and after 12 months follow-up the intervention
(–2.50, 95% CI –3.38 to –1.61; p < 0.05) and control (–2.70, 95% CI –3.74 to –1.68; p < 0.05) groups
had a similar reduction in overall risk.

The study by Nolan et al.182 assessed the effects of a telehealth protocol using motivational interviewing on
CVD risk factors for patients with existing diabetes or CHD, a Framingham 10-year absolute risk for CHD
> 20%, or two or more modifiable CVD risk factors. Subgroup analysis of the participants without a history
of CHD showed significant small reductions in Framingham 10-year CVD event risk for both the exposed
(–1.12 95% CI –0.36 to –1.88) and active control (–1.77 95% CI –0.89 to –2.65) groups, with no statistically
significant difference between the groups in adjusted analyses (0.65 95% CI –0.53, 1.83 p = 0.28).

Wister et al.48 also utilised a telehealth counselling approach to deliver a ‘Heart health report card system’.
This study was the only one that showed a significantly larger reduction in Framingham risk score in
the intervention arm when compared with the control arm (difference = –1.97, 95% CI –2.85 to –1.09
p = 0.002). Claes et al.180 utilised the European Society of Cardiology SCORE charts to assess 10-year risk
of CVD mortality. This study evaluated the effect of a Medical + Lifestyle Programme, consisting of a
CVD risk profile and personalised lifestyle follow-up via a website, e-mail and telephone, to a Medical
Programme comprising just the CVD risk profile. Both groups had a small reduction in mean overall risk
(–0.002 and –0.004 respectively) and the difference between groups was not statistically significant
(p = 0.33, CIs not reported).

Combining the data from the three studies that used the Framingham 10-year CVD risk score in a
random-effects model showed no evidence for a reduction in CVD risk (SMD –0.35, 95% CI –1.97 to
1.27) in the telehealth intervention groups compared with controls. Random-effects modelling was chosen
given the high level of study heterogeneity (Figure 3).

Impact on modifiable CVD risk factors
Eight studies measured systolic blood pressure at baseline (Figure 4). Four studies found a significantly
larger reduction in systolic blood pressure in the intervention groups when compared to the control
groups.179,181–183 The trial by Dekkers et al.179 featured two telehealth treatment arms, one delivered via
telephone and the other via the internet. Summarising all included studies using a random-effects model
suggests that multi-focal telehealth interventions have a small effect on reducing systolic blood pressure
(SMD –1.22 mmHg, 95% CI –2.80 to 0.35 mmHg).
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FIGURE 3 Random-effects modelling of differences in Framingham 10-year CVD risk between intervention and
control groups. IV, inverse variance.
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Six studies assessed total cholesterol. Three of the trials demonstrated a small but significant reduction in
total cholesterol when the telehealth intervention groups were compared with control groups.48,179,183

Overall, random-effects modelling showed that these telehealth interventions reduced total cholesterol by
0.07 mmol/l (95% CI –0.19 to 0.06). Figure 5 gives the full meta-analysis results.

Four studies measured high-density lipoprotein (HDL) cholesterol. None of the individual studies demonstrated
a larger change in the participants receiving telehealth interventions compared with their controls.
Consequently, random-effects modelling (see Figure 6) calculated that these interventions did not affect HDL
cholesterol levels (SMD –0.01 mmol/l, 95% CI –0.03 to 0.02).

Four trials measured participants’ smoking status at baseline. There was no significant reduction in the
number of current smokers in any of the relevant included trials. Study heterogeneity was very low for
smoking, so a fixed-effects model was employed (Figure 7). The OR for smoking after receiving a
telehealth intervention compared with no intervention was 1.09 (95% CI 0.82 to 1.44).
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FIGURE 4 Random-effects modelling of differences in systolic blood pressure between intervention and control
groups. IV, inverse variance. This figure is reprinted from Preventive Medicine, vol. 64, Merriel SW, Andrews V,
Salisbury C, Telehealth interventions for primary prevention of cardiovascular disease: a systematic review and
meta-analysis, pp. 88–95, copyright 2015, with permission from Elsevier.61
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FIGURE 5 Random-effects modelling of differences in total cholesterol between intervention and control groups.
IV, inverse variance. This figure is reprinted from Preventive Medicine, vol. 64, Merriel SW, Andrews V, Salisbury C,
Telehealth interventions for primary prevention of cardiovascular disease: a systematic review and meta-analysis,
pp. 88–95, copyright 2015, with permission from Elsevier.61
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Meta-analyses and a summary of other modifiable CVD risk factors measured in the included trials was not
performed due to lack of consistent inclusion in overall CVD risk score calculations, or the inability to
convert reported outcomes into single measures for comparison and analysis.

Conclusions
We identified 13 trials that measured the impact of telehealth interventions on overall CVD risk and/or
multiple CVD risk factors. Meta-analyses showed that these types of interventions have no effect on
reducing overall CVD risk or cigarette smoking, or increasing HDL cholesterol. There was weak evidence of
a small reduction in systolic blood pressure and total cholesterol. There are a number of possible reasons
why this review failed to find any major effect for primary prevention telehealth interventions, given that
some reviews focused on individual CVD risk factors (e.g. blood pressure) have shown more positive
findings. It may be because of the quality of the included trials or the use of more appropriate methods
when focusing on individual risk factors, or it could be that the effect of an intervention is diluted when
addressing multiple CVD risk factors. The vast majority of studies included in this review had follow-up
periods of 12 months or less, possibly affecting their ability to detect a true difference. Finally, it could be
that small impacts on one risk factor intervention (e.g. to reduce blood pressure) do not translate to
meaningful improvements in overall risk if other risk factors are not also improved.

This review had some limitations. The exclusion of non-randomised trials, unpublished studies, and articles
not published in English could have introduced publication bias. There was no set minimum standard
for study quality in assessing eligibility, resulting in the inclusion of some potentially low-quality studies.
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FIGURE 6 Random-effects modelling of differences in HDL cholesterol between intervention and control groups.
IV, inverse variance. This figure is reprinted from Preventive Medicine, vol. 64, Merriel SW, Andrews V, Salisbury C,
Telehealth interventions for primary prevention of cardiovascular disease: a systematic review and meta-analysis,
pp. 88–95, copyright 2015, with permission from Elsevier.61
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FIGURE 7 Fixed-effects modelling of odds of smoking in intervention and control groups. IV, inverse variance. This
figure is reprinted from Preventive Medicine, vol. 64, Merriel SW, Andrews V, Salisbury C, Telehealth interventions
for primary prevention of cardiovascular disease: a systematic review and meta-analysis, pp. 88–95, copyright 2015,
with permission from Elsevier.61
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Some of these were inadequately analysed or reported, for example, not reporting 95% CIs or making
between-group comparisons.

The implications for The Healthlines Study are that it is possible that the trial of an intervention may find
evidence of an effect in reducing specific individual risk factors for CVD, but not overall CVD risk. The plan
to assess cost-effectiveness will fill a current gap in the evidence.

Overall conclusions and implications for the Healthlines study

There was regular feedback to the Healthlines research team to ensure that the evidence described here
was used to develop the intervention. The knowledge that there is a large amount of evidence on
effectiveness but that the evidence base is of poor quality supported the need for a large-scale high-quality
RCT and economic evaluation, making the Healthlines study a necessary addition to the evidence base.
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Chapter 3 A cross-sectional survey of interest in
telehealth: perspectives of patients with long-term
conditions

The material in this chapter was adapted from Edwards L, Thomas C, Gregory A, Yardley L,
O’Cathain A, Montgomery AA, et al. Are people with chronic diseases interested in using telehealth?

A cross-sectional postal survey. J Med Internet Res 2014;16:e123.185 Copyright © Louisa Edwards,
Clare Thomas, Alison Gregory, Lucy Yardley, Alicia O’Cathain, Alan A Montgomery, Chris Salisbury.
This is an open-access article distributed under the terms of the Creative Commons Attribution
License (http://creativecommons.org/licenses/by/2.0/), which permits unrestricted use, distribution,
and reproduction in any medium, provided the original work, first published in the Journal of Medical
Internet Research, is properly cited. The complete bibliographic information, a link to the original
publication on www.jmir.org/, as well as this copyright and license information must be included.

Abstract

Background: There is growing interest in telehealth to support patients with LTCs, but little is known
about what precipitates interest in using telehealth among these patients.

Objective: To explore the key factors that influence interest in using telehealth in two exemplar LTCs:
depression and raised CVD risk.

Methods: Thirty-four general practices were recruited from two regions in England. Practice records were
searched for patients with (1) depression (aged ≥ 18 years) or (2) 10-year risk of CVD of ≥ 20% and
one or more modifiable risk factors (aged 40–74 years). Randomly selected patients were sent a postal
questionnaire assessing sociodemographic characteristics, health needs, difficulties accessing health care,
technology-related factors (availability, technology confidence, benefits and drawbacks of telehealth) and
prior telehealth satisfaction. Multivariable regressions tested relationships between the key constructs
and interest in telehealth via telephone, e-mail/internet and social media.

Results: Of the 3329 patients sent a questionnaire, 44.4% completed it (depression: 606/1589, 38.1%;
CVD risk: 872/1740, 50.1%). There was moderate interest in telephone-based (854/1423, 60.0%) and
e-mail-/internet-based (816/1425, 57.3%) telehealth, but not social media-based telehealth (243/1430,
17.0%). Sociodemographic characteristics largely had no association with interest in telehealth. The most
important constructs related to interest in telehealth were confidence using the associated technology and
perceiving greater advantages and fewer disadvantages from using telehealth.

Conclusions: Patients with LTCs are interested in using telephone- and e-mail-/internet-based telehealth,
regardless of health status, access difficulties and sociodemographic characteristics. Interest could be
increased by building technology confidence, highlighting benefits and addressing concerns about
telehealth. At present, interest in social media telehealth is minimal.

Introduction

There is considerable international interest in telehealth as a possible alternative to face-to-face care for
people with LTCs.54,186 To realise the benefits of telehealth, patients must engage with and make use of
it.187 Some previous studies have suggested limited engagement with telehealth interventions in patients
with LTCs81 and a refusal rate of up to 75% in those invited to join telehealth trials.188 If telehealth is to
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make an important contribution to the health-care system for managing chronic diseases, it is imperative
to identify, and then appropriately target, the factors that influence interest in telehealth, because people
must be interested if they are going to make use of it. A systematic review of 52 studies on patient
acceptance of computer-based health IT concluded that the majority of literature to date has focused
on patient factors, such as sociodemographic variables.189 For example, some previous research has
suggested that interest in telehealth is highest in younger, educated and affluent patients,190,191 but these
characteristics are inversely associated with the prevalence of LTCs.5 A recent review commissioned by
the NHS in England191 identified five categories of barriers to and facilitators of telehealth services: user
characteristics, technological aspects, characteristics of services, social aspects of use and telehealth services
in use. However, both this and the aforementioned review189 were not limited to patients with LTCs, nor
did they aim to quantitatively assess the relative importance of factors influencing interest in telehealth.
Nonetheless, in line with some of the findings from these reviews, we reasoned that both structural and
evaluative technology-related factors would be key influences of interest in telehealth, namely, whether or
not these patients have the technology readily available to use, their confidence in using technology and
their attitude towards telehealth. Moreover, if those with the greatest health needs and greatest difficulties
in accessing health care are indeed interested in using telehealth, a large gap in unmet need could be filled.

Equity of care is an important consideration for health-care systems. Telehealth has the potential to
improve care for patients who have difficulty accessing traditional services, such as those who are
housebound or those who live in rural areas.192 These patients are also likely to be those who have the
greatest health needs.193 Additionally, as telehealth can enable patients to monitor their own vital signs at
home (e.g. blood pressure), it may be more convenient and comfortable, enhance independence and
empower patients.9

We carried out a study to investigate the factors that are associated with interest in telehealth among
patients with LTCs. This study was focused on two exemplar LTCs. The first was depression and the second
was risk of a cardiovascular event (heart attack or stroke) of ≥ 20% over the next 10 years. This approach
recognises that hypertension, obesity and hyperlipidaemia are risk factors for CVD, rather than conditions,
and it is more appropriate to consider raised CVD risk as a LTC.31 These two conditions were chosen to
represent different types of LTCs, both of which are common, in which there is considerable unmet need
and for which there is some evidence that particular forms of telehealth may be of clinical benefit.90,147,167,194

This survey study was conducted as part of a larger research programme exploring the potential role of an
existing health service in England, NHS Direct, in providing support for LTCs via telephone and the internet.
For this reason, we did not name specific or existing telehealth services, but asked a large number of
respondents about their interest in using several types of technology that could be used for telehealth.
The aim of the current study was to determine whether or not interest in telehealth among patients with LTCs
is related to the severity of patients’ health needs, difficulties in accessing health care or technology-related
factors, including the availability of and attitudes to technology, while also considering the role of
sociodemographic factors and taking account of previous experience of using NHS Direct.

Methods

Design
This was a cross-sectional postal survey.

Sampling and recruitment
General practices in two geographical areas of the UK, the south-west and the north-east, were invited to
take part in the study. General practices were purposefully selected to represent a wide mix in terms of the
socioeconomic characteristics of their patients. Between August 2010 and May 2011, a query was run on
practice records to identify patients with either depression (aged ≥ 18 years, had consulted their doctor
about a mental health issue and were prescribed an antidepressant medication within the last year) or
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raised risk of CVD (aged 40–74 years, QRISK2195 or Framingham196 10-year risk ≥ 20% and at least one
modifiable risk factor, including hypertension, obesity or smoking). We calculated the QRISK2 score to
assess CVD risk when possible but, as this score was not available through all general practice computer
systems, we used Framingham risk scores in some practices. Patients were excluded if they were terminally
ill, had cognitive impairment or had a severe mental health condition such as psychosis.

Fifty-four patients per practice from each of the two groups of eligible patients were selected using
stratified random sampling. However, three practices had < 54 eligible patients with depression and so all
eligible patients were selected from these practices. We sampled female and male patients in proportion to
the number of eligible patients in each general practice. The CVD risk group was further stratified by age,
such that equal proportions of young (aged 40–59 years) and older (60–74 years) participants were
selected. This was because a CVD risk of ≥ 20% is more prevalent among older individuals, whereas
access to technology is inversely associated with age.190

Prior to invitation, GPs reviewed the patient lists and excluded any patients for whom it would be
inappropriate to send a questionnaire (e.g. because of recent bereavement). The remaining patients were
then mailed a letter by their general practice inviting them to take part in a study looking at new ways
that the NHS could help people to improve their health, as well as a participant information leaflet and a
questionnaire. The questionnaire could be completed and returned in the supplied prepaid envelope or
there was the option to complete the questionnaire online or by telephone. A multi-language insert was
included with instructions in 10 different languages on how to complete the questionnaire via telephone
using a translator. Patients were asked to return a blank questionnaire if they did not want to take part.
Those who did not respond were sent up to two postal reminders at approximately 2-weekly intervals. In
an attempt to boost the rate of response, a ‘thank-you’ note with a teabag affixed to it was included in
the first invitation questionnaire packages for the last 19 practices recruiting patients, representing half of
the participating practices. All correspondence was sent by staff to the patients’ general practice and the
researchers did not have access to patient-identifiable data at any point. Ethical approval was granted by
the Southmead Research Ethics Committee (REC).

Sample size
Assuming an approximate 60% response rate, inviting 54 patients from each of 32 practices would provide
around 960 respondents for each LTC group. This would provide 80% power to detect an absolute
difference of ≤ 9.2% points in interest in using telehealth (binary outcome, equivalent OR ≤ 1.45), with a
two-sided 5% alpha.

Measures
The questionnaire included questions about the key constructs that we hypothesised would predict interest
in telehealth, namely sociodemographic variables, health needs, difficulties accessing health care, availability
of and attitudes to technology and prior use of telehealth. To ensure the coherence of the questions
included to assess these constructs and to reduce the questionnaire items to a smaller number of factors
for data analysis, principal components analyses (PCAs) with orthogonal (varimax) rotation were carried out
using Stata 11.2 (StataCorp LP, College Station, TX, USA) on constructed items. Decisions regarding the
number of factors to extract were based on Kaiser’s criterion (eigenvalues > 1.0) by examining the scree
plot and the subjective coherence of the factors. For each factor, items with an association of ≥ 0.3 were
retained.197 Next, the reliability of each factor was examined with Cronbach’s alpha, with coefficients > 0.70
indicating adequate reliability. Finally, mean summary scores for each reliable factor were calculated for
individuals providing ratings for ≥ 50% of the relevant items. We treated each factor as a scale and labelled
it according to the questions that it included.

Outcome variable
Interest in telehealth was assessed using questions about the participants’ interest in using a range of
technologies. The item reduction techniques described above resulted in three summary scores for interest
in telehealth, which related to interest in three types of technology: telephone (α = 0.82; landline or mobile
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telephone), e-mail/internet (α = 0.94; using e-mail or carrying out searches on the internet) and social
media (α = 0.85; using chat rooms and social networking sites). These ‘interest’ summary scores were
equal to the averaged sum of responses to three question items each (range 1–3), such that each
corresponding summary score ranged from 1.0 (‘not at all interested’/’I don’t know what this is’) to
3.0 (‘very interested’), with scores of 2.0 equivalent to ‘fairly interested’.

Explanatory variables
Questions about sociodemographic characteristics of the respondents included those on sex, ethnicity,198

age group, employment status,199 educational qualifications200 and home ownership.201 These questions
were based on those used in previous validated surveys when possible.

Health needs were assessed using the Short Form questionnaire-12 items version 2 (SF-12v2).202 Physical
component summary (PCS) and mental component summary (MCS) scores were derived from the 12 items
using proprietary scoring software (QualityMetric, Incorporated, Lincoln, RI, USA). These indexes of physical
and mental health functioning are standardised with a mean of 50 and standard deviation (SD) of 10,
such that lower scores indicate poorer health or greater needs.

The remainder of the questionnaire contained items constructed for the purposes of this research,
although guided and informed by relevant literature and piloted with service users in advance. These are
described below, with the specific questions that constituted each scale provided in Appendix 6.

Difficulty accessing health care was assessed using a series of questions that were based on themes
identified through previous research.203,204 Two ‘access difficulty’ summary scores resulted. Service delivery
difficulties (seven items, α = 0.87) included questions about the convenience of accessing health care, as
well as the nature or quality of the care itself (e.g. getting the right amount of care), whereas physical
access difficulties (four items, α = 0.78) included questions about difficulties getting to appointments
because of physical, psychological and transport problems, including costs. These summary scores ranged
between 1.0 (‘no difficulty’) and 3.0 (‘lots of difficulty’).

Technology-related factors were assessed using questions on the availability of technologies and attitudes
towards telehealth. Technology availability was assessed by asking respondents which of a range of
technologies was easily available for them to use. Telephone availability (two items: landline, mobile) and
e-mail/internet availability (two items: have e-mail address, have internet access) scores were formed by
summing tallies (0 = absent, 1 = present) for these technologies.

Questions about attitudes towards telehealth were based on the theory of planned behaviour.205 This
theory suggests that perceived behavioural control – a concept capturing the extent to which one believes
one is able to perform a behaviour – directly influences one’s intention to carry out a behaviour and may
predict behaviour itself. Beliefs about one’s capability, which should be reflected in confidence levels,
affect perceived behavioural control. Therefore, questions about confidence using different types of
technology were devised. After item reduction, there were three clusters representing confidence in using
telephone-based technologies (three items, α = 0.74), e-mail-/internet-based technologies (three items,
α = 0.96) and social media-based technologies (three items, α = 0.88). Again, larger scores indicated
greater technology confidence [range from 1.0 (‘not at all confident’/‘I have never tried this’/‘I don’t know
what this is’) to 3.0 (‘extremely confident’)].

The theory of planned behaviour also states that positive or negative attitudes towards a behaviour predict one’s
intention to perform that behaviour and are influenced by beliefs about the advantages and disadvantages of
that behaviour.205 Hence, items about the potential advantages and disadvantages of telehealth were generated
based on previous qualitative research.206 Summary scores for telehealth advantages (seven items, α= 0.87)
and disadvantages (seven items, α= 0.90) were similarly formed [range from 1.0 (‘strongly disagree’) to 5.0
(‘strongly agree’)], with higher scores reflecting greater perceived advantages and disadvantages.
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Finally, satisfaction with previous use of telehealth that was delivered by NHS Direct was evaluated by a
single item. Respondents rated how satisfied they were with previous use of NHS Direct services on a scale
from 1 (‘not at all’) to 5 (‘extremely’). At the time of the patient survey, NHS Direct provided health
information and advice by telephone and through its interactive website throughout England. The rationale
was that NHS Direct and other similar services could act as a provider of a wider range of telehealth services.

Patient and public involvement
To ensure that the questionnaire was as user-friendly as possible, we sought feedback from two service
user groups. In both cases we asked volunteers to provide us with comments on the layout of the
questionnaire and the wording used throughout, as well as whether or not the questions were clear and
made sense. Service users could complete the questionnaire online or using a paper copy and could
provide feedback by e-mail or telephone or as written comments. First, we contacted volunteers through
the Mental Health Research Network, part of the National Institute for Health Research (NIHR), using a
postal invitation letter. The other service user group was contacted via a general e-mail sent out from the
service evaluation manager at NHS Direct. We received comments from a few members of both service
user groups, which were collated and discussed among the research team. The questionnaire was then
modified in accordance with this feedback and so the service user groups importantly contributed to the
final version of the questionnaire used in this study.

Statistical analysis
We sought to examine two main questions in our analyses. First, we wanted to establish whether or not
greater health needs were associated with greater difficulty accessing traditional health care. Then, the
primary analysis investigated the extent to which interest in the use of telehealth was related to five key
constructs: sociodemographic factors, health needs (including physical and mental health), access difficulties
(including service delivery and physical access), technology-related factors (availability of technology and
attitudes towards telehealth) and satisfaction with previous use of telehealth. We first used appropriate
descriptive statistics (mean and SD or n and %) to summarise the sociodemographic characteristics of
respondents and their needs, access difficulties, technology factors and interest in using telehealth. This
included an exploration of how needs, health-care access and technology factors varied by age and LTC
group. We then used multivariable regression models to examine (1) the relationship between health needs
and access difficulties and (2) the associations between these variables and interest in telehealth, adjusting
for the other variables in the model and taking into account the stratified survey design.

Results

Response rate
Thirty-four general practices took part in the survey. GPs excluded 11.2% (201/1790) of patients with
depression and 5.2% (96/1836) of the CVD risk group prior to mailing questionnaires. Of the 3329 patients
sent a study questionnaire, 1478 (44.4%) returned it. The majority of questionnaires, regardless of study
location or patient group, were returned by post (89%, 1310/1478), with 11% (164/1478) completed
online and four questionnaires completed by telephone (< 1.00%, 4/1478, all English language). None
of the patients made use of the translator service. The response rate was higher for patients with a high
risk of CVD (50.1%, 872/1740) than for patients with depression (38.1%, 606/1589). Separate logistic
regression analyses for the two patient groups revealed that response rates for both depression and CVD
risk were higher in older people, whereas the likelihood of responding did not differ by respondent sex or
location (Table 2). The inclusion of the thank-you note and accompanying teabag had no significant effect
on rate of response for patients with depression (OR 1.14, 95% CI 0.87 to 1.48) or CVD risk patients
(OR 1.31, 95% CI 0.97 to 1.77) and so this variable was excluded from further analyses.

Sample characteristics
Patients with CVD risk were older than those with depression [mean (SD) 61.9 (7.8) years vs. 49.1 (15.9) years],
reflecting the inclusion criteria. Three-quarters of the depression group were female (452/606, 74.6%),
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whereas three-quarters of the CVD risk group were male (654/872, 75.0%). Both patient groups were
predominantly white (depression 575/594, 96.8%; CVD risk 825/851, 96.9%), most patients were not
currently employed (unemployed, studying, retired, etc.) (depression 317/597, 53.1%; CVD risk 498/861,
57.8%), only a minority had received higher education (depression 222/606, 36.6%; CVD risk 212/872,
24.3%) and the majority were home owners (depression 410/595, 68.9%; CVD risk 647/859, 75.3%).

Overview of health needs, access difficulties, technology-related factors and
satisfaction with previous telehealth use
As expected, patients with CVD risk reported poorer physical than mental health whereas the reverse was
true for patients with depression (Table 3). Whereas the reported physical health of patients with CVD risk
was 0.5 SDs below the national average [UK mean (SD) 50.9 (9.4)], the reported mental health of patients
with depression was more than 1.5 SDs below the national average [UK mean (SD) 50.9 (9.4)].207

Few patients reported access difficulties, with all summary scores approximating the ‘no difficulty’ response
category (see Table 3). Despite these low mean summary scores, an important minority of participants
indicated some difficulty in accessing health care and both patient groups were more likely to report having
service delivery than physical access difficulties. For example, 27.9% (399/1432) of patients reported
difficulties getting care when they need it most (service delivery) and 14.2% (206/1448) reported difficulties
travelling to appointments because of their physical health (physical access).

TABLE 2 Demographic differences between responders and non-responders by patient groupa

Variable

Patient group

Depression (n= 1497) CVD risk (n= 1635)

OR (95% CI)
Responded
(n= 583), n (%)

No response
(n= 914), n (%) OR (95% CI)

Responded
(n= 828), n (%)

No response
(n= 807), n (%)

Age (years)

18–29 Referent 64 (11.0) 218 (23.9) – – –

30–44 2.0 (1.4 to 2.8) 166 (28.5) 311 (34.0) Referentb 18 (2.2) 39 (4.8)

45–59 3.5 (2.5 to 5.0) 197 (33.8) 232 (25.4) 1.6 (0.6 to 3.9) 290 (35.0) 391 (48.5)

60–74 4.4 (3.0 to 6.4) 112 (19.2) 90 (9.8) 3.0 (1.2 to 7.2) 514 (62.1) 377 (46.7)

75+ 2.8 (1.6 to 5.0) 44 (7.5) 63 (6.9) – 6 (0.7) 0 (0)

Sexc 1.4 (0.9 to 1.9) 1.3 (0.9 to 1.7)

Male 148 (25.4) 295 (32.3) 620 (74.9) 621 (77.0)

Female 435 (74.6) 619 (67.7) 208 (25.1) 186 (23.0)

Locationd 1.0 (0.8 to 1.4) 0.8 (0.6 to 1.0)

Bristol 282 (48.4) 472 (51.6) 438 (52.9) 386 (47.8)

Sheffield 301 (51.6) 442 (48.4) 390 (47.1) 421 (52.2)

a Data from two practices were excluded in the responders vs. non-responders analyses presented in the table (a mismatch
occurred between practice and research study IDs).

b Referent age group was 40–44 years.
c Sex: 0=male, 1= female.
d Location: 0= Bristol, 1= Sheffield.
Source: this table was adapted from Edwards et al.185 © Louisa Edwards, Clare Thomas, Alison Gregory, Lucy Yardley,
Alicia O’Cathain, Alan A Montgomery, Chris Salisbury. Originally published in the Journal of Medical Internet Research
(www.jmir.org), 8 May 2014. This is an open-access article distributed under the terms of the Creative Commons
Attribution License (http://creativecommons.org/licenses/by/2.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided the original work, first published in the Journal of Medical Internet Research, is
properly cited. The complete bibliographic information, a link to the original publication on www.jmir.org/, as well as this
copyright and license information must be included.
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Technology availability was high across both patient groups (see Table 3). Telephone technologies were more
prevalent than computer-based technologies and markedly so for the patients with CVD risk. In fact, nearly
all patients had access to telephone technologies. Across patient groups, age was associated only with the
availability of computer-based technologies: 89.8% (115/128) of the two youngest age groups (18–44 years),
78.1% (400/512) of those aged 45–59 years and 60.5% (393/650) of those aged 60–74 years reported that
they have these technologies readily available to use. It was only among the oldest, and proportionally
smallest, age group (n = 49) that less than half of the respondents (n= 13, 26.5%) reported having easy
access to computer technologies.

Technology confidence ratings were similar between patient groups but they varied somewhat across the
technology types (see Table 3). In general, patients reported greatest confidence using telephone technologies,
with mean summary scores approaching the ‘extremely confident’ response category and least confidence

TABLE 3 Health needs, access difficulties, technology-related factors and satisfaction with previous telehealth use
by patient group

Explanatory variable

Patient group

Depression CVD risk

Health needs

PCS score, mean (SD) (n) 47.3 (13.8) (547) 45.3 (11.8) (777)

MCS score, mean (SD) (n) 37.7 (12.9) (547) 49.8 (10.5) (777)

Access difficultiesa

Service delivery difficulties, mean (SD) (n)b 1.5 (0.5) (595) 1.3 (0.4) (848)

Physical access difficulties, mean (SD) (n)b 1.2 (0.4) (594) 1.1 (0.3) (854)

Technology-related factors

Telephone availability, % (n/N)c 99.3 (595/599) 98.4 (855/869)

E-mail/internet availability, % (n/N)c 80.3 (481/599) 67.2 (584/869)

Telephone confidence, mean (SD) (n)d 2.5 (0.6) (596) 2.5 (0.6) (861)

E-mail/internet confidence, mean (SD) (n)d 2.3 (0.8) (595) 2.0 (0.9) (851)

Social media confidence, mean (SD) (n)d 1.6 (0.8) (594) 1.3 (0.6) (847)

Telehealth advantages, mean (SD) (n)e 3.7 (0.7) (588) 3.6 (0.8) (853)

Telehealth disadvantages, mean (SD) (n)e 3.3 (0.9) (593) 3.5 (0.9) (860)

Satisfaction with previous telehealth use

NHS Direct satisfaction, mean (SD) (n)f 3.4 (1.2) (336) 3.4 (1.2) (247)

a Service delivery difficulties included questions about the convenience of accessing health care as well as the nature or
quality of the care itself (e.g. getting the right amount of care). Physical access difficulties included questions about
trouble getting to appointments because of physical, psychological and transport problems, including costs (see Methods
for more detail).

b Range 1.0–3.0, with higher scores indicating greater access difficulties.
c Technology availability includes having one or more forms of relevant technology.
d Range 1.0–3.0, with higher scores indicating greater technology confidence.
e Range 1.0–5.0, with higher scores indicating greater perceived advantages and disadvantages of telehealth.
f Range 1.0–5.0, with higher scores indicating greater satisfaction with past NHS Direct use.
Source: this table was adapted from Edwards et al.185 © Louisa Edwards, Clare Thomas, Alison Gregory, Lucy Yardley,
Alicia O’Cathain, Alan A Montgomery, Chris Salisbury. Originally published in the Journal of Medical Internet Research
(www.jmir.org), 8 May 2014. This is an open-access article distributed under the terms of the Creative Commons
Attribution License (http://creativecommons.org/licenses/by/2.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided the original work, first published in the Journal of Medical Internet Research, is
properly cited. The complete bibliographic information, a link to the original publication on www.jmir.org/, as well as this
copyright and license information must be included.
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using social media technologies, with mean summary scores close to the ‘not at all confident’ response
category. Respondents were ‘quite confident’ with regard to e-mail- and internet-based technologies.

Figure 8 shows the proportion of depression respondents reporting that they were confident using
the various technologies across the different age groups. The pattern of findings was similar among the
CVD risk group (Figure 9). Least associated with age were the telephone technologies, which received high
confidence ratings by all age groups. The one exception was low confidence in text messaging by the oldest
age group. Although confidence using e-mail/internet and social media technologies consistently decreased
with age, more than half of the respondents in all age groups (except those aged > 75 years) reported
confidence using e-mail/internet technologies. Conversely, confidence using social media technologies was
strongly related to age, with only the younger age groups expressing high levels of confidence.

Summary scores indicate similar levels of perceived advantages and disadvantages of using telehealth
across patient groups (see Table 3). The most highly endorsed advantages were convenience and ability of
telehealth to be delivered when and where one desires (Table 4). Dislike of non-face-to-face care and
concerns over security issues emerged as the top disadvantages of telehealth (see Table 4). Of those
respondents who had ever used NHS Direct (see Table 3), the majority were satisfied with that experience:
26.9% (157/583) were ‘moderately’ satisfied, 33.1% (193/583) were ‘quite a bit’ satisfied and 18.9%
(110/583) were ‘extremely’ satisfied.

Health needs and health-care access difficulties
The results clearly showed support for the first examined relationship, with greater physical (PCS) and
mental (MCS) health needs reliably associated with greater service delivery and physical access difficulties
for both patient groups (Table 5) after adjusting for sociodemographic factors (sex, ethnicity, age group,
employment status, higher education status and study location). Although sociodemographic factors were
mostly non-influential, two out of seven characteristics emerged as consistently related to access difficulties
for both groups: those who were unemployed (depression: β = – 0.107, 95% CI –0.204 to –0.009,
p = 0.03; CVD risk: β = –0.041, 95% CI –0.066 to –0.016, p = 0.002) and those not owning a house
(depression: β = –0.133, 95% CI –0.210 to –0.055, p = 0.001; CVD risk: β = –0.050, 95% CI –0.098 to
–0.003, p = 0.04) reported greater physical access difficulties.

Overview of interest in using telehealth
Regardless of patient group, there was moderate interest in telephone technologies [depression mean (SD)
1.9 (0.7); CVD risk mean (SD) 1.7 (0.6)] and e-mail/internet technologies [depression mean (SD) 1.9 (0.7);
CVD risk mean (SD) 1.7 (0.7)]; these mean summary scores approximate the ‘fairly interested’ response
category. In contrast, there was very little interest in social media technologies [depression mean (SD)
1.3 (0.5); CVD risk mean (SD) 1.2 (0.4)].

Figure 10 shows which of the individual technologies the respondents were more or less interested in
using, with ratings of interest dichotomised into ‘some’ and ‘no interest’ for ease of interpretation.
This shows that patients with depression were more interested than those with CVD risk in nearly every
form of technology for telehealth. There was a clear preference for the landline telephone (1072/1428,
75.1% overall), followed by finding information on the internet (876/1427, 61.4% overall). Again, there
was hardly any interest in the social media technologies. Averaging across the technology types and both
patient groups (depression and CVD risk), there was moderate interest in using telephone-based (854/1423,
60.0%) and e-mail-/internet-based (816/1425, 57.3%) telehealth, but very little interest in social media
(243/1430, 17.0%).

What factors are associated with interest in telehealth?
To address the main research question, sociodemographic factors, health needs, access difficulties,
technology-related factors and satisfaction with past telehealth use were simultaneously regressed onto
interest for each of the three telehealth mediums – telephone-, e-mail-/internet- and social media-based
telehealth – separately for each patient group (depression and CVD risk). From these multivariable linear

A CROSS-SECTIONAL SURVEY OF INTEREST IN TELEHEALTH

NIHR Journals Library www.journalslibrary.nihr.ac.uk

40



01020304050

Proportion confident (%)

6070809010
0

La
n

d
lin

e
te

le
p

h
o

n
e

M
o

b
ile

te
le

p
h

o
n

e
ca

lls

Te
xt

m
es

sa
g

in
g

C
o

m
p

u
te

r
u

se
E-

m
ai

lin
g

In
te

rn
et

se
ar

ch
in

g
In

te
rn

et
ch

at
 r

o
o

m
So

ci
al

 
n

et
w

o
rk

in
g

si
te

s

Li
ve

m
es

sa
g

in
g

Te
le

p
h

o
n

e 
b

as
ed

E-
m

ai
l/i

n
te

rn
et

 b
as

ed
So

ci
al

 m
ed

ia
 b

as
ed

Te
ch

n
o

lo
g

ie
s 

cl
u

st
er

ed
 b

y 
ty

p
e

18
–2

9 
ye

ar
s 

(n
 ≈ 

68
)

30
–4

4 
ye

ar
s 

(n
 ≈ 

16
9)

45
–5

9 
ye

ar
s 

(n
 ≈ 

20
2)

60
–7

4 
ye

ar
s 

(n
 ≈ 

11
4)

75
+

 y
ea

rs
 (

n
 ≈ 

39
)

FI
G
U
R
E
8

Pr
o
p
o
rt
io
n
o
f
d
ep

re
ss
io
n
re
sp
o
n
d
en

ts
w
it
h
in

ea
ch

ag
e
g
ro
u
p
re
p
o
rt
in
g
co

n
fi
d
en

ce
u
si
n
g
in
d
iv
id
u
al

te
ch

n
o
lo
g
ie
s.
So

u
rc
e:

Th
is
fi
g
u
re

w
as

ad
ap

te
d
fr
o
m

Ed
w
ar
d
s

et
al
.1
8
5
©

Lo
u
is
a
Ed

w
ar
d
s,
C
la
re

Th
o
m
as
,
A
lis
o
n
G
re
g
o
ry
,
Lu

cy
Y
ar
d
le
y,

A
lic
ia

O
’C
at
h
ai
n
,A

la
n
A

M
o
n
tg
o
m
er
y,

C
h
ri
s
Sa

lis
b
u
ry
.
O
ri
g
in
al
ly

p
u
b
lis
h
ed

in
th
e
Jo
u
rn
al

o
f

M
ed

ic
al

In
te
rn
et

R
es
ea

rc
h
(w

w
w
.jm

ir
.o
rg
),
8
M
ay

20
14

.
Th

is
is
an

o
p
en

-a
cc
es
s
ar
ti
cl
e
d
is
tr
ib
u
te
d
u
n
d
er

th
e
te
rm

s
o
f
th
e
C
re
at
iv
e
C
o
m
m
o
n
s
A
tt
ri
b
u
ti
o
n
Li
ce
n
se

(h
tt
p
://
cr
ea

ti
ve

co
m
m
o
n
s.
o
rg
/li
ce
n
se
s/
b
y/
2.
0/
),
w
h
ic
h
p
er
m
it
s
u
n
re
st
ri
ct
ed

u
se
,
d
is
tr
ib
u
ti
o
n
,
an

d
re
p
ro
d
u
ct
io
n
in

an
y
m
ed

iu
m
,p

ro
vi
d
ed

th
e
o
ri
g
in
al

w
o
rk
,f
ir
st

p
u
b
lis
h
ed

in
th
e

Jo
u
rn
al

o
f
M
ed

ic
al

In
te
rn
et

R
es
ea

rc
h
,
is
p
ro
p
er
ly

ci
te
d
.
Th

e
co

m
p
le
te

b
ib
lio

g
ra
p
h
ic

in
fo
rm

at
io
n
,
a
lin

k
to

th
e
o
ri
g
in
al

p
u
b
lic
at
io
n
o
n
w
w
w
.jm

ir
.o
rg
/,
as

w
el
la

s
th
is
co

p
yr
ig
h
t

an
d
lic
en

se
in
fo
rm

at
io
n
m
u
st

b
e
in
cl
u
d
ed

.

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

41

http://www.jmir.org
http://creativecommons.org/licenses/by/2.0/
http://www.jmir.org/


01020304050

Proportion confident (%)

6070809010
0

La
n

d
lin

e
te

le
p

h
o

n
e

M
o

b
ile

te
le

p
h

o
n

e
ca

lls

Te
xt

m
es

sa
g

in
g

C
o

m
p

u
te

r
u

se
E-

m
ai

lin
g

In
te

rn
et

se
ar

ch
in

g
In

te
rn

et
ch

at
 r

o
o

m
So

ci
al

 
n

et
w

o
rk

in
g

si
te

s

Li
ve

m
es

sa
g

in
g

Te
le

p
h

o
n

e 
b

as
ed

E-
m

ai
l/i

n
te

rn
et

 b
as

ed
So

ci
al

 m
ed

ia
 b

as
ed

Te
ch

n
o

lo
g

ie
s 

cl
u

st
er

ed
 b

y 
ty

p
e

18
–2

9 
ye

ar
s 

(n
 =

 0
)

40
–4

4 
ye

ar
s 

(n
 ≈ 

18
)

45
–5

9 
ye

ar
s 

(n
 ≈ 

30
7)

60
–7

4 
ye

ar
s 

(n
 ≈ 

52
1)

75
+

 y
ea

rs
 (

n
 ≈ 

5)

FI
G
U
R
E
9

Pr
o
p
o
rt
io
n
o
f
C
V
D

ri
sk

re
sp
o
n
d
en

ts
w
it
h
in

ea
ch

ag
e
g
ro
u
p
re
p
o
rt
in
g
co

n
fi
d
en

ce
u
si
n
g
in
d
iv
id
u
al

te
ch

n
o
lo
g
ie
s.
So

u
rc
e:

Th
is
fi
g
u
re

w
as

ad
ap

te
d
fr
o
m

Ed
w
ar
d
s

et
al
.1
8
5
©

Lo
u
is
a
Ed

w
ar
d
s,
C
la
re

Th
o
m
as
,
A
lis
o
n
G
re
g
o
ry
,L

u
cy

Y
ar
d
le
y,

A
lic
ia

O
’C
at
h
ai
n
,A

la
n
A

M
o
n
tg
o
m
er
y,

C
h
ri
s
Sa

lis
b
u
ry
.O

ri
g
in
al
ly

p
u
b
lis
h
ed

in
th
e
Jo
u
rn
al

o
f

M
ed

ic
al

In
te
rn
et

R
es
ea

rc
h
(w

w
w
.jm

ir
.o
rg
),
8
M
ay

20
14

.
Th

is
is
an

o
p
en

-a
cc
es
s
ar
ti
cl
e
d
is
tr
ib
u
te
d
u
n
d
er

th
e
te
rm

s
o
f
th
e
C
re
at
iv
e
C
o
m
m
o
n
s
A
tt
ri
b
u
ti
o
n
Li
ce
n
se

(h
tt
p
://
cr
ea

ti
ve

co
m
m
o
n
s.
o
rg
/li
ce
n
se
s/
b
y/
2.
0/
),
w
h
ic
h
p
er
m
it
s
u
n
re
st
ri
ct
ed

u
se
,
d
is
tr
ib
u
ti
o
n
,
an

d
re
p
ro
d
u
ct
io
n
in

an
y
m
ed

iu
m
,
p
ro
vi
d
ed

th
e
o
ri
g
in
al

w
o
rk
,f
ir
st

p
u
b
lis
h
ed

in
th
e

Jo
u
rn
al

o
f
M
ed

ic
al

In
te
rn
et

R
es
ea

rc
h
,i
s
p
ro
p
er
ly

ci
te
d
.
Th

e
co

m
p
le
te

b
ib
lio

g
ra
p
h
ic

in
fo
rm

at
io
n
,
a
lin

k
to

th
e
o
ri
g
in
al

p
u
b
lic
at
io
n
o
n
w
w
w
.jm

ir
.o
rg
/,
as

w
el
la

s
th
is
co

p
yr
ig
h
t

an
d
lic
en

se
in
fo
rm

at
io
n
m
u
st

b
e
in
cl
u
d
ed

.

A CROSS-SECTIONAL SURVEY OF INTEREST IN TELEHEALTH

NIHR Journals Library www.journalslibrary.nihr.ac.uk

42

http://www.jmir.org
http://creativecommons.org/licenses/by/2.0/
http://www.jmir.org/


TABLE 4 Proportion of respondents agreeing with each of the potential advantages and disadvantages of using
telehealth by patient groupa

Advantages and disadvantages

Patient group

Depression, %
(n/N)

CVD risk, %
(n/N)

Advantages

I would like being able to choose to get support at times that are best for me 87.4 (514/588) 81.7 (696/852)

I would find it reassuring to be able to get support when I feel that I need it
most

85.7 (504/588) 81.0 (689/851)

I would like being able to get support in my own home 71.2 (418/587) 67.7 (573/846)

Getting support with my health by telephone or computer would be valuable
to me

60.8 (360/592) 54.9 (466/849)

I could save money by not having to travel to appointments 51.4 (299/582) 50.7 (426/840)

Getting support in this way would help me to feel more independent 54.2 (318/587) 48.8 (413/847)

It would make me feel special to be getting ‘extra’ support when I feel that
I need it most

42.5 (247/581) 41.9 (354/844)

Disadvantages

I would dislike being unable to see the person face-to-face 60.2 (357/593) 66.6 (571/858)

I would be concerned about the security of the information that I give 60.3 (357/592) 63.3 (544/860)

I would not want to discuss sensitive issues over the telephone or using a
computer

54.9 (325/592) 61.9 (532/859)

I would dislike speaking to someone other than a doctor about my health 45.8 (271/592) 53.7 (462/860)

I would worry about relying too much on the technology 42.2 (247/586) 52.3 (447/854)

I would worry about the possibility of the equipment not working 37.8 (222/588) 45.4 (387/852)

Getting support in this way would make me feel anxious about my health 26.0 (153/588) 33.2 (284/855)

a A response of either ‘strongly agree’ or ‘agree’ on a five-point scale was considered agreement.
Source: this table was adapted from Edwards et al.185 © Louisa Edwards, Clare Thomas, Alison Gregory, Lucy Yardley,
Alicia O’Cathain, Alan A Montgomery, Chris Salisbury. Originally published in the Journal of Medical Internet Research
(www.jmir.org), 8 May 2014. This is an open-access article distributed under the terms of the Creative Commons
Attribution License (http://creativecommons.org/licenses/by/2.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided the original work, first published in the Journal of Medical Internet Research, is
properly cited. The complete bibliographic information, a link to the original publication on www.jmir.org/, as well as this
copyright and license information must be included.

TABLE 5 Adjusted multivariable regression of health needs on access difficulties by patient group

Health needs

Patient group

Service delivery difficulties, β (95% CI) Physical access difficulties, β (95% CI)

Depression (n= 520) CVD risk (n= 732) Depression (n= 518) CVD risk (n= 736)

PCS –0.011
(–0.015 to –0.008)

–0.008
(–0.011 to –0.005)

–0.013
(–0.016 to –0.010)

–0.008
(–0.010 to –0.006)

MCS –0.012
(–0.017 to –0.006)

–0.007
(–0.009 to –0.004)

–0.008
(–0.012 to –0.004)

–0.009
(–0.012 to –0.005)

All relationships are adjusted for sex, ethnicity, age group, employment status, higher education status and study location.
All relationships are significant at p< 0.001.
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regression analyses, three variables were reliably related to interest in telehealth: greater technology
confidence and perceiving both greater advantages and fewer disadvantages of telehealth (Tables 6–8).
Moreover, these factors were consistently related to interest in each of the three telehealth mediums for
both patient groups. Importantly, however, the technology confidence finding was modality specific.
This means that greater telephone confidence was associated with greater telephone-based telehealth
interest, greater e-mail/internet confidence was associated with greater e-mail-/internet-based telehealth
interest and greater confidence using social media technologies was associated with greater interest in
social media-based telehealth. Therefore, although confidence utilising a particular type of technology
discriminated between interest in different modes of telehealth, perceiving greater benefits of and fewer
drawbacks to using telehealth was uniformly related to greater interest. To aid interpretation of these
multivariable regression results, Table 9 shows the unadjusted means and SDs for the level of interest in
different forms of telehealth in relation to the explanatory variables (sociodemographic characteristics,
health needs, access difficulties, technology-related factors, patient satisfaction).

TABLE 6 Multivariable analysis of factors associated with interest in telephone-based telehealtha

Variable

Patient group

Depression (n= 489) CVD risk (n= 676)

β (95% CI) p-value β (95% CI) p-value

Sociodemographic factors

Age (years)

18–29 Referent – –

30–44 –0.054 (–0.187 to 0.079) Referent (40–44 years)

45–59 –0.016 (–0.201 to 0.168) –0.101 (–0.379 to 0.178)

60–74 –0.028 (–0.178 to 0.122) –0.122 (–0.421 to 0.176)

75+ 0.087 (–0.303 to 0.476) 0.79b 0.301 (–0.484 to 1.086) 0.35b

Sexc –0.104 (–0.226 to 0.018) 0.09 –0.018 (–0.122 to 0.086) 0.72

Ethnicityd 0.161 (–0.076 to 0.398) 0.18 –0.061 (–0.312 to 0.191) 0.63

Employede 0.049 (–0.056 to 0.155) 0.35 0.108 (0.015 to 0.201) 0.02

Higher educationf
–0.157 (–0.272 to –0.042) 0.01 –0.009 (–0.092 to 0.074) 0.83

Home owner
g

–0.173 (–0.281 to –0.065) 0.003 –0.088 (–0.206 to 0.030) 0.14

Locationh
–0.072 (–0.170 to 0.026) 0.14 –0.017 (–0.123 to 0.090) 0.75

Health needs

PCS 0.005 (0.001 to 0.009) 0.02 0.001 (–0.003 to 0.005) 0.67

MCS 0.004 (0.001 to 0.008) 0.02 –0.002 (–0.006 to 0.001) 0.21

Access difficultiesi

Service delivery 0.205 (0.069 to 0.340) 0.004 –0.093 (–0.232 to 0.046) 0.19

Physical access –0.066 (–0.280 to 0.148) 0.53 0.185 (–0.010 to 0.379) 0.06

Technology-related factors

Telephone availabilityj 0.203 (0.025 to 0.382) 0.03 0.107 (–0.039 to 0.254) 0.15

E-mail/internet availability
j

–0.089 (–0.178 to 0.0003) 0.05 –0.012 (–0.118 to 0.095) 0.82

Telephone confidencei 0.164 (0.002 to 0.326) 0.048 0.254 (0.151 to 0.358) < 0.001

E-mail/internet confidencei
–0.011 (–0.111 to 0.088) 0.82 –0.075 (–0.197 to 0.046) 0.22

Social media confidencei
–0.025 (–0.110 to 0.060) 0.56 0.065 (–0.018 to 0.147) 0.12

Telehealth advantagesi 0.308 (0.213 to 0.404) < 0.001 0.296 (0.240 to 0.352) < 0.001

Telehealth disadvantagesi –0.226 (–0.282 to –0.170) < 0.001 –0.201 (–0.261 to –0.140) < 0.001

continued

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

45



TABLE 6 Multivariable analysis of factors associated with interest in telephone-based telehealtha (continued )

Variable

Patient group

Depression (n= 489) CVD risk (n= 676)

β (95% CI) p-value β (95% CI) p-value

Past telehealth satisfaction

NHS Directi 0.046 (0.001 to 0.090) 0.045 0.088 (0.025 to 0.151) 0.01

a Interest in telephone-based telehealth scores range from 1.0 to 3.0, with higher scores indicating more interest.
b Indicates p-value from the Wald test.
c Sex: 0=male, 1= female.
d Ethnicity: 0 = non-Caucasian, 1= Caucasian.
e Employed: 0 = not employed, 1= employed.
f Higher education: 0= no higher education, 1 = some higher education.
g Home owner: 0= non-home owner, 1= home owner.
h Location: 0= Bristol, 1= Sheffield.
i Higher scores indicate greater access difficulties, technology confidence, advantages, disadvantages and satisfaction with

past use of NHS Direct (1= not used before, 2= not very satisfied, 3= very satisfied). To create the ‘not very satisfied’ with
past use of NHS Direct category, we collapsed ratings of 1–3 (‘not at all’/’a little bit’/’moderately’ satisfied) for this item.
The ‘very satisfied’ category was created by collapsing NHS Direct satisfaction ratings of 4 (‘quite a bit’) and 5 (‘extremely’).

j Technology availability: 0= not available, 1= one form available, 2= both available.
Note
The associations have been adjusted by all other variables in this fully adjusted model and the stratified survey design has
been taken into account in the analysis.
Source: this table was adapted from Edwards et al.185 © Louisa Edwards, Clare Thomas, Alison Gregory, Lucy Yardley,
Alicia O’Cathain, Alan A Montgomery, Chris Salisbury. Originally published in the Journal of Medical Internet Research
(www.jmir.org), 8 May 2014. This is an open-access article distributed under the terms of the Creative Commons
Attribution License (http://creativecommons.org/licenses/by/2.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided the original work, first published in the Journal of Medical Internet Research, is
properly cited. The complete bibliographic information, a link to the original publication on www.jmir.org/, as well as this
copyright and license information must be included.

TABLE 7 Multivariable analysis of factors associated with interest in e-mail-/internet-based telehealtha

Variable

Patient group

Depression (n= 488) CVD risk (n= 681)

β (95% CI) p-value β (95% CI) p-value

Sociodemographic factors

Age (years)

18–29 Referent – –

30–44 –0.041 (–0.278 to 0.197) Referent (40–44 years)

45–59 0.006 (–0.198 to 0.209) –0.184 (–0.373 to 0.005)

60–74 0.045 (–0.160 to 0.250) –0.132 (–0.346 to 0.082)

≥ 75 0.032 (–0.299 to 0.364) 0.89b 0.371 (–0.120 to 0.863) 0.01b

Sexc 0.008 (–0.114 to 0.130) 0.90 –0.035 (–0.122 to 0.052) 0.42

Ethnicityd –0.042 (–0.221 to 0.138) 0.64 0.071 (–0.133 to 0.276) 0.48

Employede
–0.048 (–0.146 to 0.049) 0.32 0.086 (–0.010 to 0.182) 0.08

Higher educationf
–0.037 (–0.155 to 0.080) 0.52 0.070 (–0.068 to 0.207) 0.31

Home owner
g

–0.059 (–0.158 to 0.040) 0.24 –0.148 (–0.266 to –0.031) 0.02

Locationh
–0.090 (–0.164 to –0.016) 0.02 –0.002 (–0.096 to 0.092) 0.97

Health needs

PCS 0.003 (–0.001 to 0.008) 0.16 –0.002 (–0.007 to 0.003) 0.44

MCS –0.005 (–0.010 to 0.0004) 0.07 –0.006 (–0.013 to 0.001) 0.08
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Three other consistent findings emerged. First, for patients with depression but not those with CVD risk,
greater difficulties with getting convenient, high-quality care (service delivery aspects of access) were
related to more interest in telephone- and e-mail-/internet-based telehealth technologies. Second, as
anticipated, greater satisfaction with previous use of NHS Direct was associated with heightened interest in
future use of telephone-based telehealth and this was consistent across both patient groups. Third, there
was more interest in e-mail-/internet-based and social media-based telehealth among those with CVD risk
who were not home owners. Apart from these findings, the remaining variables in the model were
unimportant to telehealth interest. After adjusting for the other variables in the model, health needs,
access difficulties, technology availability and even sociodemographic factors did not reliably and
consistently have an independent effect on interest in telehealth, either across patient groups or across
more than one telehealth type within a patient group.

TABLE 7 Multivariable analysis of factors associated with interest in e-mail-/internet-based telehealtha (continued )

Variable

Patient group

Depression (n= 488) CVD risk (n= 681)

β (95% CI) p-value β (95% CI) p-value

Access difficultiesi

Service delivery 0.087 (0.005 to 0.168) 0.04 –0.013 (–0.124 to 0.098) 0.81

Physical access –0.127 (–0.240 to –0.013) 0.03 0.017 (–0.249 to 0.284) 0.90

Technology-related factors

Telephone availability
j

0.093 (–0.095 to 0.282) 0.32 –0.099 (–0.211 to 0.012) 0.08

E-mail/internet availabilityj 0.101 (–0.013 to 0.215) 0.08 0.158 (0.091 to 0.225) < 0.001

Telephone confidencei
–0.199 (–0.367 to –0.032) 0.02 –0.021 (–0.121 to 0.079) 0.68

E-mail/internet confidencei 0.403 (0.295 to 0.512) < 0.001 0.304 (0.219 to 0.389) < 0.001

Social media confidencei 0.003 (–0.075 to 0.080) 0.95 –0.002 (–0.157 to 0.154) 0.98

Telehealth advantagesi 0.237 (0.150 to 0.324) < 0.001 0.226 (0.165 to 0.286) < 0.001

Telehealth disadvantagesi –0.211 (–0.287 to –0.134) < 0.001 –0.244 (–0.310 to –0.179) < 0.001

Past telehealth satisfactioni

NHS Direct 0.040 (–0.034 to 0.115) 0.28 0.029 (–0.036 to 0.094) 0.38

a Interest in e-mail-/internet-based telehealth scores range from 1.0 to 3.0, with higher scores indicating more interest.
b Indicates p-value from the Wald test.
c Sex: 0=male, 1= female.
d Ethnicity: 0 = non-Caucasian, 1 = Caucasian.
e Employed: 0= not employed, 1= employed.
f Higher education: 0= no higher education, 1 = some higher education.
g Home owner: 0= non-home owner, 1= home owner.
h Location: 0= Bristol, 1 = Sheffield.
i Higher scores indicate greater access difficulties, technology confidence, advantages, disadvantages and satisfaction with

past use of NHS Direct (1 = not used before, 2= not very satisfied, 3= very satisfied). To create the ‘not very satisfied’ with
past use of NHS Direct category, we collapsed ratings of 1–3 (‘not at all’/’a little bit’/’moderately’ satisfied) for this item.
The ‘very satisfied’ category was created by collapsing NHS Direct satisfaction ratings of 4 (‘quite a bit’) and 5 (‘extremely’).

j Technology availability: 0= not available, 1= one form available, 2 = both available.
Note
The associations have been adjusted by all other variables in this fully adjusted model and the stratified survey design has
been taken into account in the analysis.
Source: this table was adapted from Edwards et al.185 © Louisa Edwards, Clare Thomas, Alison Gregory, Lucy Yardley,
Alicia O’Cathain, Alan A Montgomery, Chris Salisbury. Originally published in the Journal of Medical Internet Research
(www.jmir.org), 8 May 2014. This is an open-access article distributed under the terms of the Creative Commons
Attribution License (http://creativecommons.org/licenses/by/2.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided the original work, first published in the Journal of Medical Internet Research, is
properly cited. The complete bibliographic information, a link to the original publication on www.jmir.org/, as well as this
copyright and license information must be included.

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

47

http://www.jmir.org
http://creativecommons.org/licenses/by/2.0/
http://www.jmir.org/


TABLE 8 Multivariable analysis of factors associated with interest in social media-based telehealtha

Variable

Patient group

Depression (n= 489) CVD risk (n= 680)

β (95% CI) p-value β (95% CI) p-value

Sociodemographic factors

Age (years)

18–29 Referent – –

30–44 0.146 (–0.087 to 0.379) Referent (40–44 years)

45–59 0.187 (–0.036 to 0.411) –0.092 (–0.301 to 0.117)

60–74 0.174 (–0.033 to 0.382) –0.030 (–0.246 to 0.186)

≥ 75 0.061 (–0.163 to 0.285) 0.31b 0.047 (–0.286 to 0.380) 0.25b

Sexc 0.029 (–0.061 to 0.118) 0.52 –0.025 (–0.080 to 0.030) 0.36

Ethnicityd 0.036 (–0.208 to 0.279) 0.77 –0.046 (–0.255 to 0.164) 0.66

Employede
–0.007 (–0.114 to 0.100) 0.90 0.040 (–0.031 to 0.110) 0.26

Higher educationf
–0.033 (–0.147 to 0.080) 0.55 0.018 (–0.057 to 0.093) 0.63

Home ownerg –0.097 (–0.232 to 0.038) 0.15 –0.118 (–0.198 to –0.038) 0.01

Locationh
–0.005 (–0.082 to 0.073) 0.91 –0.015 (–0.061 to 0.032) 0.53

Health needs

PCS –0.001 (–0.006 to 0.004) 0.67 –0.001 (–0.004 to 0.001) 0.28

MCS –0.001 (–0.007 to 0.004) 0.63 –0.002 (–0.007 to 0.003) 0.44

Access difficultiesi

Service delivery 0.029 (–0.098 to 0.156) 0.64 –0.079 (–0.161 to 0.002) 0.06

Physical access –0.070 (–0.200 to 0.060) 0.28 0.029 (–0.118 to 0.176) 0.70

Technology-related factors

Telephone availability
j

0.077 (–0.096 to 0.250) 0.37 –0.109 (–0.256 to 0.039) 0.14

E-mail/internet availabilityj 0.013 (–0.073 to 0.099) 0.76 0.016 (–0.029 to 0.062) 0.48

Telephone confidencei
–0.068 (–0.218 to 0.082) 0.36 0.012 (–0.071 to 0.095) 0.78

E-mail/internet confidencei
–0.038 (–0.118 to 0.041) 0.33 0.001 (–0.056 to 0.057) 0.98

Social media confidencei 0.361 (0.282 to 0.441) < 0.001 0.243 (0.132 to 0.355) < 0.001

Telehealth advantagesi 0.176 (0.106 to 0.245) < 0.001 0.096 (0.045 to 0.146) 0.001

Telehealth disadvantagesi –0.123 (–0.191 to –0.054) 0.001 –0.072 (–0.128 to –0.016) 0.01

Past telehealth satisfactioni

NHS Direct –0.006 (–0.051 to 0.040) 0.80 0.033 (–0.006 to 0.072) 0.10

a Interest in social media-based telehealth scores range from 1.0 to 3.0, with higher scores indicating more interest.
b Indicates p-value from the Wald test.
c Sex: 0=male, 1= female.
d Ethnicity: 0 = non-Caucasian, 1= Caucasian.
e Employed: 0 = not employed, 1= employed.
f Higher education: 0= no higher education, 1 = some higher education.
g Home owner: 0= non-home owner, 1= home owner.
h Location: 0= Bristol, 1= Sheffield.
i Higher scores indicate greater access difficulties, technology confidence, advantages, disadvantages and satisfaction with

past use of NHS Direct (1= not used before, 2= not very satisfied, 3= very satisfied). To create the ‘not very satisfied’ with
past use of NHS Direct category, we collapsed ratings of 1–3 (‘not at all’/’a little bit’/’moderately’ satisfied) for this item.
The ‘very satisfied’ category was created by collapsing NHS Direct satisfaction ratings of 4 (‘quite a bit’) and 5 (‘extremely’).

j Technology availability: 0= not available, 1= one form available, 2= both available.
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TABLE 9 Mean level of interest in telephone-based, e-mail-/internet-based and social media-based telehealth by
patient group and each of the key constructs

Variable

Patient group

Depression (n= 489) CVD risk (n= 676)

Telephone,
mean (SD) (n)

E-mail, mean
(SD) (n)

Social media,
mean (SD) (n)

Telephone,
mean (SD) (n)

E-mail, mean
(SD) (n)

Social media,
mean (SD) (n)

Sociodemographic factors

Age (years)

18–29 1.95 (0.63)
(65)

2.17 (0.71)
(65)

1.41 (0.62)
(65)

– – –

30–44 2.00 (0.64)
(171)

2.09 (0.65)
(171)

1.42 (0.59)
(171)

2.04 (0.71)
(18)

2.06 (0.72)
(18)

1.43 (0.66)
(18)

45–59 1.86 (0.66)
(200)

1.85 (0.67)
(200)

1.26 (0.47)
(200)

1.80 (0.60)
(303)

1.82 (0.69)
(305)

1.21 (0.44)
(304)

60–74 1.72 (0.62)
(112)

1.57 (0.62)
(111)

1.13 (0.34)
(112)

1.70 (0.59)
(514)

1.60 (0.69)
(515)

1.13 (0.36)
(519)

≥ 75 1.51 (0.55)
(41)

1.25 (0.50)
(40)

1.03 (0.16)
(40)

1.92
(0.83) (4)

1.60
(0.89) (5)

1.13
(0.18) (5)

Sex: male 1.87 (0.65)
(151)

1.87 (0.68)
(149)

1.29 (0.51)
(149)

1.75 (0.60)
(636)

1.72 (0.70)
(638)

1.17 (0.40)
(640)

Sex: female 1.86 (0.65)
(438)

1.86 (0.70)
(438)

1.28 (0.51)
(439)

1.73 (0.58)
(203)

1.61 (0.68)
(205)

1.18 (0.40)
(206)

Ethnicity:
Caucasian

1.87 (0.65)
(565)

1.87 (0.70)
(563)

1.28 (0.50)
(564)

1.74 (0.60)
(808)

1.70 (0.70)
(812)

1.17 (0.39)
(814)

Ethnicity: non-
Caucasian

1.67 (0.60)
(19)

1.81 (0.71)
(19)

1.44 (0.69)
(19)

1.76 (0.62)
(25)

1.53 (0.62)
(25)

1.23 (0.57)
(25)

Employed 1.96 (0.65)
(276)

2.02 (0.68)
(276)

1.34 (0.56)
(276)

1.83 (0.60)
(357)

1.84 (0.67)
(358)

1.20 (0.44)
(360)

Not employed 1.78 (0.65)
(304)

1.72 (0.69)
(302)

1.23 (0.46)
(303)

1.68 (0.58)
(472)

1.59 (0.70)
(475)

1.15 (0.36)
(477)

Some higher
education

1.86 (0.65)
(220)

2.05 (0.66)
(220)

1.32 (0.55)
(220)

1.76 (0.60)
(205)

2.01 (0.68)
(208)

1.22 (0.46)
(208)

No higher
education

1.86 (0.65)
(369)

1.75 (0.70)
(367)

1.26 (0.48)
(368)

1.74 (0.60)
(634)

1.59 (0.67)
(635)

1.15 (0.37)
(638)

Home owner 1.84 (0.65)
(399)

1.88 (0.69)
(398)

1.25 (0.48)
(400)

1.73 (0.59)
(625)

1.71 (0.70)
(630)

1.15 (0.36)
(631)

Non-home
owner

1.92 (0.64)
(179)

1.86 (0.72)
(178)

1.36 (0.56)
(177)

1.76 (0.61)
(202)

1.64 (0.71)
(201)

1.24 (0.46)
(204)

Location: Bristol 1.85 (0.63)
(287)

1.90 (0.70)
(285)

1.27 (0.51)
(287)

1.76 (0.61)
(444)

1.71 (0.71)
(447)

1.18 (0.40)
(448)

continued

Note
The associations have been adjusted by all other variables in this fully adjusted model and the stratified survey design has
been taken into account in the analysis.
Source: this table was adapted from Edwards et al.185 © Louisa Edwards, Clare Thomas, Alison Gregory, Lucy Yardley,
Alicia O’Cathain, Alan A Montgomery, Chris Salisbury. Originally published in the Journal of Medical Internet Research
(www.jmir.org), 8 May 2014. This is an open-access article distributed under the terms of the Creative Commons
Attribution License (http://creativecommons.org/licenses/by/2.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided the original work, first published in the Journal of Medical Internet Research, is
properly cited. The complete bibliographic information, a link to the original publication on www.jmir.org/, as well as this
copyright and license information must be included.
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TABLE 9 Mean level of interest in telephone-based, e-mail-/internet-based and social media-based telehealth by
patient group and each of the key constructs (continued )

Variable

Patient group

Depression (n= 489) CVD risk (n= 676)

Telephone,
mean (SD) (n)

E-mail, mean
(SD) (n)

Social media,
mean (SD) (n)

Telephone,
mean (SD) (n)

E-mail, mean
(SD) (n)

Social media,
mean (SD) (n)

Location:
Sheffield

1.87 (0.67)
(302)

1.83 (0.70)
(302)

1.29 (0.51)
(301)

1.72 (0.59)
(395)

1.67 (0.69)
(396)

1.16 (0.39)
(398)

Health needsa

PCS: high 1.93 (0.67)
(268)

2.02 (0.68)
(269)

1.32 (0.53)
(269)

1.77 (0.60)
(378)

1.76 (0.70)
(380)

1.19 (0.43)
(380)

PCS: low 1.79 (0.63)
(268)

1.76 (0.69)
(265)

1.25 (0.49)
(267)

1.72 (0.59)
(374)

1.66 (0.70)
(378)

1.16 (0.38)
(380)

MCS: high 1.88 (0.66)
(269)

1.82 (0.69)
(267)

1.27 (0.50)
(270)

1.72 (0.58)
(377)

1.71 (0.70)
(380)

1.17 (0.41)
(381)

MCS: low 1.84 (0.64)
(267)

1.96 (0.69)
(267)

1.30 (0.53)
(266)

1.77 (0.62)
(375)

1.71 (0.70)
(378)

1.18 (0.40)
(379)

Access difficultiesa

Service delivery:
high

1.88 (0.65)
(285)

1.96 (0.71)
(285)

1.35 (0.56)
(284)

1.75 (0.58)
(349)

1.73 (0.72)
(352)

1.18 (0.42)
(351)

Service delivery:
low

1.84 (0.65)
(294)

1.77 (0.68)
(292)

1.22 (0.44)
(294)

1.73 (0.61)
(470)

1.67 (0.68)
(473)

1.16 (0.39)
(474)

Physical access:
high

1.83 (0.66)
(212)

1.79 (0.71)
(211)

1.30 (0.53)
(210)

1.77 (0.58)
(170)

1.63 (0.71)
(169)

1.23 (0.47)
(172)

Physical access:
low

1.88 (0.65)
(365)

1.91 (0.69)
(365)

1.28 (0.50)
(367)

1.73 (0.60)
(654)

1.71 (0.70)
(659)

1.16 (0.38)
(660)

Technology-related factors

Some telephone
availabilityb

1.87 (0.65)
(581)

1.86 (0.70)
(579)

1.28 (0.51)
(580)

1.74 (0.59)
(824)

1.69 (0.70)
(828)

1.17 (0.39)
(830)

No telephone
availabilityb

1.75 (0.96) (4) 2.00 (1.15) (4) 1.33 (0.67) (4) 1.69 (0.73)
(13)

1.64 (0.85)
(13)

1.36 (0.63)
(14)

Some e-mail/
internet
availabilityb

1.89 (0.65)
(474)

2.00 (0.66)
(475)

1.32 (053)
(475)

1.76 (0.60)
(572)

1.92 (0.67)
(575)

1.21 (0.42)
(574)

No e-mail/
internet
availabilityb

1.74 (0.65)
(111)

1.26 (0.54)
(108)

1.14 (0.38)
(109)

1.69 (0.58)
(265)

1.19 (0.45)
(266)

1.08 (0.33)
(270)

Telephone
confidence:
higha

2.01 (0.68)
(315)

2.05 (0.66)
(313)

1.36 (0.56)
(314)

1.91 (0.65)
(371)

1.94 (0.69)
(370)

1.26 (0.48)
(371)

Telephone
confidence:
lowa

1.69 (0.57)
(268)

1.66 (0.68)
(267)

1.20 (0.43)
(268)

1.61 (0.51)
(464)

1.50 (0.64)
(468)

1.10 (0.30)
(468)

E-mail/internet
confidence:
higha

1.99 (0.66)
(271)

2.21 (0.63)
(271)

1.43 (0.62)
(271)

1.84 (0.64)
(376)

2.11 (0.67)
(379)

1.26 (0.47)
(378)

E-mail/internet
confidence:
lowa

1.76 (0.62)
(310)

1.58 (0.61)
(310)

1.16 (0.36)
(310)

1.66 (0.55)
(451)

1.36 (0.55)
(453)

1.10 (0.31)
(453)

Social media
confidence:
higha

2.02 (0.65)
(245)

2.18 (0.63)
(245)

1.55 (0.64)
(244)

1.96 (0.65)
(233)

2.18 (0.67)
(234)

1.43 (0.55)
(233)

Social media
confidence:
lowa

1.75 (0.62)
(336)

1.64 (0.66)
(336)

1.09 (0.25)
(337)

1.65 (0.55)
(591)

1.51 (0.61)
(594)

1.07 (0.27)
(594)
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Discussion

Summary of the main results
The results from this patient survey show that patients with two very different LTCs are interested in using
telephone- and e-mail- or internet-based telehealth, but not telehealth accessed through social media
websites. Although greater health needs were associated with greater difficulties accessing traditional health
care in these patient groups, neither factor was consistently related to interest in telehealth. Interest in all
three forms of telehealth appears to stem from the perceived advantages and disadvantages of telehealth, as
well as confidence in using the relevant technology. This is significant because beliefs and levels of confidence
are far more malleable than most of the other constructs included in this study, such as technology availability
or socioeconomic status. It is also noteworthy that these other constructs were not consistently and
independently associated with interest in telehealth. First, interest in telehealth was not reliably related to
health needs. This suggests that willingness to use telehealth spans across those with good and poor health.
Furthermore, it is not only those who have difficulty accessing traditional health care who are motivated to
use telehealth; by and large, those with and without access difficulties were interested. Sociodemographic
factors were generally not, in themselves, systematically related to telehealth interest. Therefore, older people
were just as interested as their younger counterparts after adjusting for other factors, such as confidence in
using the technology. Although availability of technology was quite high, this factor also did not consistently

TABLE 9 Mean level of interest in telephone-based, e-mail-/internet-based and social media-based telehealth by
patient group and each of the key constructs (continued )

Variable

Patient group

Depression (n= 489) CVD risk (n= 676)

Telephone,
mean (SD) (n)

E-mail, mean
(SD) (n)

Social media,
mean (SD) (n)

Telephone,
mean (SD) (n)

E-mail, mean
(SD) (n)

Social media,
mean (SD) (n)

Telehealth
advantages:
higha

2.14 (0.62)
(263)

2.11 (0.72)
(261)

1.46 (0.62)
(261)

2.03 (0.60)
(332)

1.95 (0.75)
(336)

1.29 (0.49)
(335)

Telehealth
advantages:
lowa

1.63 (0.58)
(316)

1.67 (0.61)
(316)

1.14 (0.34)
(317)

1.55 (0.52)
(494)

1.52 (0.61)
(495)

1.09 (0.30)
(496)

Telehealth
disadvantages:
higha

1.61 (0.55)
(279)

1.59 (0.61)
(278)

1.13 (0.33)
(279)

1.59 (0.55)
(411)

1.40 (0.55)
(415)

1.07 (0.25)
(415)

Telehealth
disadvantages:
lowa

2.09 (0.65)
(305)

2.12 (0.69)
(304)

1.42 (0.60)
(304)

1.89 (0.61)
(421)

1.97 (0.72)
(423)

1.27 (0.48)
(423)

Past telehealth satisfactionc

NHS Direct:
high

2.02 (0.64)
(171)

2.04 (0.70)
(171)

1.37 (0.58)
(172)

2.04 (0.64)
(127)

2.03 (0.78)
(127)

1.30 (0.53)
(127)

NHS Direct: low 1.78 (0.64)
(400)

1.80 (0.69)
(399)

1.25 (0.48)
(398)

1.69 (0.57)
(684)

1.64 (0.67)
(689)

1.15 (0.37)
(691)

a A median split was performed for these constructs that had continuous scales. High values: greater than the median;
low values included the median and any scores below it.

b Technology availability constructs were dichotomised according to having one or more forms of the technology available
vs. not having access to the technology in question.

c Ratings of the past telehealth satisfaction construct were first recoded into three discrete categories: 1= ‘not used
before’, 2= ‘not very satisfied’, 3 = ‘very satisfied’. To create the ‘not very satisfied’ with past use of NHS Direct category,
we collapsed ratings of 1–3 (‘not at all’/’a little bit’/’moderately’ satisfied) for this item. The ‘very satisfied’ category was
created by collapsing NHS Direct satisfaction ratings of 4 (‘quite a bit’) and 5 (‘extremely’). Then, high and low levels
of the past telehealth satisfaction construct were created by dichotomising the tripartite categories into satisfied
(3= ‘very satisfied’) and not satisfied (2= ‘not very satisfied’), plus not used NHS Direct before (1= ‘not used before’).

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

51



relate to interest in telehealth. The ramifications of these findings are important for policy makers,
researchers, health professionals and patients alike.

Results in the context of existing research
We examined whether those with greater health needs or greater difficulties accessing traditional health
care were more interested in using telehealth but found only weak evidence for this in patients with
depression. Our results revealed an association between greater service delivery access difficulties (getting
the right amount of care, from the right health professional, at the right time) and heightened interest in
both telephone- and e-mail-/internet-based telehealth among patients with depression. This finding aligns
well with one aim of telehealth treatments for depression, namely, overcoming barriers to care. Given the
results of systematic reviews which showed that telephone-administered psychotherapy attrition rates80

are far lower than those of face-to-face care,208 this level of engagement may suggest that telehealth
meets this aim to some extent. It is important to note, however, that respondents in our survey reported
very few difficulties with health-care access and did not report especially great health needs, except for the
mental health needs of those with depression. Overall, this restriction in range may have made it difficult
to detect an effect of need or a more widespread effect of access difficulties on telehealth interest.

Sociodemographic factors were found to be relatively unimportant after adjusting for attitudes towards
telehealth and availability of technology, which suggests that telehealth appeals to a broader demographic
than young, educated and affluent patients. Although this runs contrary to some previous literature,190,191

it might be explained by the fact that more proximal variables, such as technology confidence and beliefs
about telehealth, had not been included in previous research. Indeed, when similar behavioural or
motivational factors are assessed, other research is consistent with our findings in demonstrating the
integral role,209 or even superiority,210 of these constructs over demographic variables, albeit in terms of
using the internet alone. Furthermore, a systematic review concluded that focusing on patient factors
alone, as the majority of research in this area has done, is probably not comprehensive enough to
understand patient interest in using telehealth.189 We agree with this review that future research must cut
across a broader spectrum of factors, especially those at the level of human–technology interaction,
the health-care system and other social or normative influences.

Technology confidence is an example of a human–technology interaction variable and a key finding of this
and other189 research is that confidence is consistently associated with interest in using telehealth. Whereas
we asked respondents about technology confidence, it is interesting to note that other studies have used
negative framing and asked about technology anxiety211,212 or difficulty using the internet.210 Nonetheless,
these studies also showed the equivalent association between lower technology anxiety and heightened
interest in using telehealth.

We drew on the theory of planned behaviour205 when devising some of the items in the survey instrument,
in particular technology confidence (akin to perceived behavioural control), perceived benefits and
drawbacks of using telehealth (akin to attitudes towards the behaviour) and interest in using telehealth
(akin to behavioural intention). Our findings do show that these predictors of behavioural intention –

technology confidence and perceived advantages and disadvantages of telehealth – were the only two sets
of variables that consistently related to interest in using the three mediums of telehealth, lending some
support for the applicability of the theory of planned behaviour in assessing the potential uptake of
telehealth. It is important to note, however, that our intention was not to assess the suitability of this
theory and we did not include other constructs from the theory of planned behaviour (namely, subjective
norm) in our analysis. Nonetheless, a meta-review of applications of the theory of planned behaviour to a
variety of health-related behaviours (e.g. exercising, smoking, health screening checks) found that both
attitudes and perceived behavioural control were the most important predictors of intention to perform a
health-related behaviour.213 More recently, a systematic review and meta-analysis of the effectiveness of
theoretically based internet interventions in promoting health behaviour change found that larger effect
sizes were obtained in studies that made greater use of theory in intervention development.214 Of the
social cognitive theories examined, the authors note that only those interventions that drew on the theory
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of planned behaviour resulted in considerably larger effects. Therefore, it is not surprising that a measure
of patient acceptance of telehealth that incorporates the constructs from the theory of planned behaviour
has now been devised.215 This measure was completed by a group of patients with LTCs (heart failure or
COPD) who were current users of telehealth and the results showed that the theory of planned behaviour
constructs were associated with greater motivation to continue using telehealth.216 Taken together, our
results agree well with other research which shows that greater perceived behavioural control and more
positive attitudes are related to greater patient interest in telehealth use.

Strengths and weaknesses
The main strength of this research is that it is a broad exploration of patient interest in several general
forms of telehealth. The findings, therefore, are not limited to a specific intervention, but highlight some
of the key elements that we must pay particular attention to when designing and implementing future
telehealth initiatives. This is also the only study to our knowledge that has gathered ratings about interest
in using a variety of forms of telehealth from patients who are the most likely recipients of this type of care
in the future – those with LTCs. If telehealth is going to have an important role in effectively supporting
patients with LTCs, then knowing what interests patients in taking up different forms of telehealth is an
important first step.

The primary limitation of this study is the response rate of 44.4%, although this compares favourably with
response rates in other community surveys.217 It is possible that those who did not respond had different
characteristics from those who chose to respond, which could have implications for the findings. With respect
to telehealth, non-response bias by age is important given the widely held perception that older people do
not like or use technology much. In this survey, responders were actually older than non-responders and yet
a fair amount of interest in telehealth was reported. There was also considerable variation in patient health
and sociodemographics, as well as the other key variables of interest. Nevertheless, these findings may not
be generalisable to other LTC patient groups. A second limitation is that the telehealth interest ratings are
based on questions about hypothetical and general technologies, rather than existing or specifically named
telehealth services. Although this approach was directly in line with the purpose of the research – to inquire
about future interest in services that could be delivered by existing health-care providers – it is difficult to know
what types of applications respondents were thinking about when they gauged their interest in telehealth
delivered through social networking websites, for instance. Moreover, it is likely that there is a relationship
between how frequently technology is used and technology confidence210,212 and this relationship should be
controlled for in future research. Finally, the large number of variables analysed raises the possibility of type 1
error because of multiple comparisons. Therefore, we have conservatively drawn attention only to findings
that were consistent across several analyses.

Implications of the results
There are several interesting implications of the finding that telehealth interest is most strongly associated
with technology confidence and perceived advantages and disadvantages of telehealth. First, it suggests that
telehealth interest is likely to increase over time as the population, as a whole, becomes more familiar with
and comfortable using different forms of technology. This may be particularly true of social media-based
telehealth,218 the newest type of technology included in the survey and also the technology that respondents
reported least confidence and interest in using. Following on from this, as our results revealed that technology
confidence was modality specific, whereby confidence using one type of technology was related only to
interest in using that same form of telehealth, it suggests that willingness to use telehealth is not restricted to
patients who are confident using technology in general. Third, if patients were provided with adequate
training and support in using telehealth equipment, they might be more interested in using telehealth. Finally,
as some of telehealth’s advantages are realised and other disadvantages are dispelled through telehealth use,
the strength of this effect may increase. There is good reason to expect such positive experiences of telehealth
as the majority of telehealth research that asks about patient satisfaction does report fairly high levels
of satisfaction.219 Our study is no exception: high levels of satisfaction with past NHS Direct use – a form of
telehealth – were reported. Positive experiences of telehealth may stimulate interest in using additional forms
of telehealth, in an upwards spiralling effect.
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Conclusion

This research suggests that many people with LTCs are interested in using telehealth, regardless of their health
status and age, and that they have the technology available to them. This interest can be increased by helping
people gain confidence in using technologies, highlighting the perceived advantages of telehealth and
dispelling or addressing concerns about perceived disadvantages. Based on our findings, future telehealth
interventions would be best received by patients if delivered by telephone or e-mail and static forms of the
internet, rather than through social media. This is because these forms of technology are readily available,
patients are confident using them and patients are most interested in telehealth delivered via these means.
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Chapter 4 A qualitative study of health-care
professionals’ and patients’ views of telehealth to
support long-term conditions in primary care

The material in this chapter was adapted with permission from Segar J, Rogers A, Salisbury C,
Thomas C. Roles and identities in transition: boundaries of work and inter-professional relationships at

the interface between telehealth and primary care. Health Soc Care Community 2013;21:606–13.220

Copyright © 2013 by John Wiley & Sons Ltd.

Abstract

Introduction: Shifting the balance of care towards home and community primary care through
technology-based interventions means that patients and health professionals are faced with new systems
of delivery and working across boundaries of health care. Patients’ and primary care practitioners’ views of
NHS Direct services were sought to explore a continuum of experiences of using systems to access online
or telephone-based health-care support and the potential and actual use of NHS Direct.

Methods: Semistructured interviews were conducted between April 2010 and March 2011 with telehealth
nurse care managers, practice nurses and GPs (n = 39), as well as 38 patients recruited from advertisements
on the NHS Choices and NHS Direct websites. Observation was also undertaken at a UK telehealth call
centre. Data were analysed using thematic analysis.

Results: Telehealth managers’ constructions of new roles and identities to fit telehealth were characterised
by a holistic ideal of ‘traditional’ values of nursing and they distinguished their approach from that of
practice nurses and GPs. The latter were ambivalent or sceptical about telehealth, expressing some
protectiveness over maintaining boundaries around established LTC management and their positions as
‘gatekeepers’ to resources. Given waiting lists for talking therapies and variability in service access, patients
were positive about the idea of telephone- or internet-based psychological therapies. Views of potential
telehealth-based CVD risk management were less distinctively formulated.

Conclusion: Introducing telehealth interventions inevitably involves adapting professional roles and
developing new ways of working. Considering professionals’ and patients’ understanding of complex,
multifaceted roles and modes of delivery in advance is likely to facilitate telehealth service integration.

Introduction

Telephone and online support for LTCs has the potential to reach patients who may be marginalised from
mainstream care. However, the design and deployment of a system of using telephones and computers
to support LTC management and deliver health care is still not fully integrated into existing roles and
expectations and remains relatively unfamiliar to both patients and primary care practitioners.221,222

The provision of care at a distance necessarily alters the nature of relationships between HCPs and
patients and researchers have observed a range of responses in different health-care spaces to these
innovations.221,223–225 Milligan et al.226 make the point that care at a distance provides challenges for HCPs
as the work of care shifts in both space and time. They refer to a ‘downward cascade of care-work’
(p. 352) as work is passed from doctors to nurses and from nurses to monitoring or call centre operator.
Similar shifts have been noted in general practice where nurses are increasingly responsible for supporting
LTC management.227,228 The work of telehealthcare in the area of chronic illness management is
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increasingly protocol driven and routinised and incorporates a tendency to reduce work tasks to simplistic
components that are readily delegated to others.229 This has the potential to disrupt previously established
patterns of work and skill mix arrangements. How professionals working in different contexts within
primary care meet the challenge of the introduction of telehealthcare innovations and view their own role
and those of others remains underexplored.

Advances in the area of LTC management, which includes the use of telehealth, highlight the importance of,
and promote, self-management support. This in turn requires considerable efforts of mediation between
service users and providers.230 Primary care professionals are increasingly expected to become users of specific
telemonitoring devices,231 which implicates them in a set of generated tasks at variance with conventional
health work practices and divisions of labour. There is some evidence to suggest that, in relative terms,
professionals are less accepting of telehealth than patients81 and that factors outside of the technologies
themselves are implicated in their acceptability. These include a lack of co-ordination across social and primary
care boundaries and financial incentives to include telehealth within primary care in a system increasingly driven
by the principles of ‘pay for performance’.222 The need to respond to telehealth innovations is also taking place
at a time when nursing work in primary care has undergone a period of rapid transformation. This includes a
newly expanded role in chronic condition management,232–235 which in turn has taken place in a context of
increasing fragmentation of health- and social-care agency boundaries.122,222 A mixed picture of adaptability to
new roles, relationships and social change relevant to LTC management in primary care settings has emerged.236

There has also been resistance to aspects of the taking on of new responsibilities and defensiveness against a
threat to core identities.237 McDonald et al.234 also draw attention to the tensions involved for practice nurses,
pulled between professionalising and medicalised roles on the one hand and caring ‘holistic emotion work’
(p. 1207) on the other.

The promotion of self-care and of telehealthcare forms part of a process of change in roles and expectations
and the challenge of telehealthcare-driven services is one of introducing further new dimensions to a rapidly
changing arena of work for health-care workers. In this context, exploring the nature and dynamics of
interagency working and co-ordination implicates the reworking of existing professional roles, identities
and notions of trust. For patients, changes are required, such as placing greater trust in themselves to carry
out health-related actions that have previously lain with professionals. For professionals, there are new
expectations of undertaking different tasks, as well as facilitating these for patients.238 This reshaping of
health care throws into relief the ways in which people ‘trust’ others and the need to work out new ways of
doing things at the interpersonal and organisational levels.239 This is evident in the way in which professionals
in our study approached working together and working out new relationships of engagement.

The evidence review of telehealth trials and the qualitative literature review on telehealth (see Chapter 2) point
to evidence for interventions using telephone and internet technology making a significant contribution to
the support of patients with LTCs. They also demonstrate gaps in the literature. Particularly relevant to this
qualitative study is the finding in the systematic review of an absence of consideration of the contextual factors
that impact on the delivery of and also shape the reception of telehealth interventions. Knowledge about the
social environment, the context within which telehealth takes place and the impact of ethnicity, health literacy,
age, sex and other characteristics of those who use and deliver telehealth services is also largely missing from
these reviews.

As described in Chapter 2, the qualitative literature review undertaken as part of this programme addresses
some of these matters, highlighting themes that need to be considered in resource development and
deployment. These included the value of telehealth in reaching and supporting depressed patients; the
importance of maintaining human interaction and contact in the delivery of telehealth; the recognition of
the significance of peer support and affirmation on health internet sites; the need to address the anxieties
and doubts of HCPs; the utility of telehealth in reaching the vulnerable elderly; and the importance of trust
in the sources of telehealth.
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The aim of this research was to investigate ways in which NHS Direct resources and organisation could be
used to support patients with LTCs, using depression and high risk of CVD as exemplars. The views of patients
and primary care practitioners were sought using questions that covered a continuum of experiences of using
an existing telehealth scheme, as well as views on accessing potential online or telephone-based health-care
support. We were particularly interested in patient and practitioner perceptions and beliefs concerning the
role function and utility of NHS Direct, as well as reported experiences of the actual use of NHS Direct services.
We also wanted to explore opinions about gaps in support for LTCs and ways in which primary care providers
could be assisted in filling such gaps.

The findings of this qualitative study helped shape the subsequent design of the telehealth intervention
that we developed (see Chapters 5 and 6). It was focused, in particular, on contextually specific issues
relating to the exemplar conditions, potential patient groups and NHS Direct capabilities. A number of the
themes introduced in the evidence synthesis (see Chapter 2) are developed and built on further here.
Additionally, new themes have been generated and explored.

Methods

Between April 2010 and March 2011, observational work and interviews were conducted to explore the
experiences and perspectives of HCPs and patients in terms of telehealth. Observations were carried out over
a 2-week period at a telehealth call centre, hereafter referred to as Telehealth Scheme (THS) to maintain
anonymity. Calls were observed and listened to (with the permission of the patients) and care managers’
use of the software system was observed and discussed. Interviews were also a key method used in this
qualitative project. Most were individual interviews although some were carried out in groups. Interviews
were loosely structured around a set of topics but were open-ended, thereby allowing respondents to
elaborate and move beyond the items specified in the initial topic guide. Interviews were conducted with:

l ‘Expert’ GPs. The views of academic GPs were sought on topics surrounding the treatment of LTCs in
general practice and the management of exemplar conditions with the rapid development of telehealth.
These discussions helped to shape the topic guides used in the subsequent patient and HCP interviews.

l Telehealth Scheme patients and staff. Early on, we were able to take advantage of the opportunity to
examine an existing telephone-based scheme run in part by NHS Direct. This provided us with an
opportunity to explore a number of objectives with respect to the ways in which NHS Direct can have
a potential impact on the management of LTCs and how such interventions come to be viewed by
patients and primary care providers. Two weeks were spent at THS observing the work undertaken at
the call centre and interviewing the care managers. Interviews were then carried out with THS patients
and a range of primary care staff at general practices participating in the scheme. Finally, a focus
group was conducted with Asian THS patients to discuss the low uptake of the scheme among Asian
patients. Recruitment of THS patients was carried out by THS care managers. The general practices
were purposefully sampled to include a wide range of sociodemographic groups, from economically
deprived to affluent areas, as well as a high degree of ethnic diversity.

l General practices in south Yorkshire and the wider Bristol area. A number of general practices already
recruited to participate in the patient survey study (see Chapter 3) agreed to take part in the qualitative
project. Staff members in these practices were interviewed individually or in groups. We included
practices serving a variety of socioeconomic groups and those situated far from metropolitan centres.
As with the THS practices, this was important in view of our objective of investigating ways of reducing
inequalities of access to a potential new service.

l Patients. At the time of the study, NHS Direct provided services over the telephone and an internet
site, which in turn were linked to the broader NHS information site, NHS Choices. As THS provided
telephone-based support, the patient interviews enabled interesting insights into the advantages and
limitations of receiving support in this way. We were interested in investigating views and perceptions
in relation to internet-based support for LTCs. To this end we were able to recruit patients through
advertisements placed on the NHS Direct and NHS Choices websites. Invitations to participate in the
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research were placed on the research pages of the NHS Direct website and on the Depression and
Lifestyle pages of the NHS Choices website. This enabled us to question active internet users about the
kinds of online support already being used and the types of support that they would welcome from an
expanded service. In addition, some interviews with patients recruited through the patient survey study
(see Chapter 3) were also undertaken.

Table 10 shows the numbers of patient and HCP respondents interviewed or observed in each part of the
qualitative project. Most of the patients were interviewed individually (apart from those involved with the
focus group), as were the THS care managers. Most interviews at general practices took place with two
or more interviewees, resulting in 39 interviews with a total of 62 participants. To provide more context,
Table 11 shows the age and sex distribution of the patients who were interviewed according to each
recruitment method.

Interviews were digitally recorded and fully transcribed and these, together with observation notes, were
analysed with the help of Atlas.ti software (version 6; ATLAS.ti Scientific Software Development GmbH,
Berlin, Germany). Themes were developed during repeated readings of and reflections on transcripts and
discussions between researchers. In addition, discussions of the work took place at regular meetings of the
broader project management group. These discussions helped to shape and modify emerging themes
throughout the period of fieldwork and analysis.

TABLE 10 Proportions of patient and HCP participants by recruitment method and general practice

Recruitment method/source Patients, n HCPs, n

‘Expert’ GPs – 6

THS 14 16

THS focus group 6 –

THS practices (n= 11) – 17

South Yorkshire practices (n= 5) 3 21

Bristol practices (n = 4) – 8

Internet advertisement 14 –

Support group advertisement 1 –

Total 38 68

TABLE 11 Proportions of patients interviewed by age group and sex, listed according to recruitment method

Recruitment method

Age group (years), n females (n males)

20–29 30–39 40–49 50–59 60–69 70+

THS – – – 1 (0) 1 (2) 6 (4)

THS focus group – – 1 (0) 1 (0) 1 (1) 1 (1)

South Yorkshire – – – – 3 (0) –

Internet and support group 1 (0) 3 (1) 2 (2) 4 (1) 1 (0) –
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Results

Patients

Telehealth in action: receiving long-term condition support from Telehealth Scheme
Telehealth Scheme was a partnership between NHS Direct, a local PCT and a private company. In existence
since 2006, at the time of this research 65 care workers were providing self-care support to approximately
8000 people with LTCs such as diabetes, CHD, COPD, stroke and chronic kidney disease. At this time,
36 general practices had signed up to THS, with their patients invited to take part in it. In this way, THS
was meant to complement and add to the health care and advice already being provided by the patients’
GPs and practice nurses. The work was telephone based and THS shared premises with a NHS Direct call
centre. Most THS care managers were qualified nurses and many had years of experience in front-line
nursing. Alongside the care managers was a smaller team of health coaches, who had sports degrees or
similar non-clinical qualifications.

Each THS care manager had his or her own case load of patients, who he or she telephoned about once a
month according to a pre-arranged appointment. Care managers were tasked with working through eight
levels of a programme with their patients (known as members). These were knowing when to call for help;
learning about your condition; taking medication correctly; getting tests and services that are needed;
taking steps to control the condition; making lifestyle changes to feel better; learning ways to solve
problems; and keeping appointments.

After a lengthy initial assessment (two or more telephone sessions), the aim of which was to build up a
detailed case history and drug regimen, THS care managers were prompted by computer software to work
through the eight areas of work. The care managers had a degree of freedom to use their discretion and
judgement to work through other areas of concern with their patients. Often calls would cover a number
of topics ranging from condition-specific topics to those concerning family and social life. Many THS
members suffered from a range of comorbidities that were not formally supported by the scheme and care
managers often spent time discussing broader issues relating to patients’ illness burdens. Consequently,
the work that went on was broader, ‘messier’ and less clearly defined than is set out in THS literature.
Often, it was the less focused aspects of care managers’ work that were most highly valued by patients.

On completion of the eight areas of work, care managers could ‘step down’ patients to one of the health
coaches who would contact them less frequently and would focus primarily on monitoring LTCs and
advising on lifestyle. Care managers aimed to telephone their members by appointment once a month, but
had flexibility to increase the frequency of calls during periods of greater patient need or crisis. Health
coaches phoned their members every 3 months. Members were also able to telephone into the call centre,
which operated from Monday to Friday from 09.00 to 20.00 hours. However, THS experienced a low level
of incoming calls.

Valuing the personal relationships and rapport forged with their care managers
Teleheath Scheme care managers aimed to build rapport with their members and to encourage behaviour
change by employing non-confrontational techniques of motivational interviewing.240 Almost all of the patients
interviewed said that they valued the relationship that had been built with their care manager. Respondents
mentioned, with approval, that care managers did not ‘nag’, used humour, fostered informality and familiarity
via the telephone and took on the role of confidante. Some said that they were able to confide health-care
worries to their care manager in a way that they were not able to with their own family and friends:

I feel as though I could sort of tell her if I’ve got a problem er that I probably could not tell anyone
else you know. ‘Cos I do not tell people when I’m ill or feel ill ‘cos I think it worries [husband] if I do,
so I do not tell anybody. And I’ve got a daughter, I never tell her either . . . . I feel I can tell her
[care manager] and I know she’s going to put me on the right track.

THSPAT3
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They felt able to raise issues with their care manager that they reported that they were not afforded the
time to do, or lacked the confidence to discuss, with their GP or consultant. The following respondent,
who has multiple LTCs and needed to attend primary care and outpatient facilities on a regular basis,
illustrates the point when talking about how her care manager had the time to help her to understand her
test results and changes in her drug regimen:

THSPAT9: I can understand it then, so it’s easier for me. Because they [other HCPs] don’t tell you.
And they use these words where you don’t understand what the words mean.

Interviewer: Yes. And sometimes you feel awkward don’t you?

THSPAT9: Exactly! So . . . you don’t want to ask because you feel stupid not knowing. So when
something like that happens I can turn round and say it to her [care manager] and she’ll . . . tell me,
in plain English that I can understand.

In addition to time, ease of communication was central. All of those interviewed were positive about the
telephone relationships that had been built up over months and years. Some interviewees who were
widowed and living alone spoke about the significance of simple human contact and the interaction that
these telephone calls brought them. A number said that they just liked having access to perceived support –
having the knowledge that there was ‘someone there’ to contact if needed. THS care managers generally
ended conversations by checking that members had the THS telephone number and encouraging them to
telephone if they had a problem. Interestingly, THS received very few incoming calls from patients and, of
those incoming calls that did occur, most were requests to change telephone appointment times:

They say, you know, ‘now do not forget . . . if you want anything ring this number and we’ll . . .’
Now this is good. You know, that’s good. You do not feel isolated in any way and I think it is the
feeling of isolation that causes such a lot of depression amongst older people.

THSPAT 8

Some of the formal Telehealth Scheme goals were being achieved with
patients interviewed
Some patients reported that the time spent with THS care managers and the positive relationships forged
resulted in positive changes in their lives. Some said that they now had a better understanding of their
drug regimen and of their conditions. Others mentioned benefiting from condition-specific literature and
other information that had been posted to them by care managers. Some positive engagement around
lifestyle issues was reported, particularly around diet – losing weight and eating better. Positive motivation,
the use of humour and the absence of nagging or preaching were valued by patients:

She can be on the phone for 10, 15 minutes, just talking to him, yes, they have a bit of a laugh and
she’s, you know, she makes you feel like you, you can tell her anything. And you have come off and
you have . . . you know, and if she had not have said what she did do . . . it would not have w[orked]
. . . Well, I mean he’s lost a stone since he’s, since he’s doing what he’s doing.

THSPAT10b (interview with husband and wife who are both THS members)

Yes, it’s just helping me but it’s my choice, and if I say I do not want to, she does not . . . you know,
if I say I’m not interested, she’ll go, ‘Okay, fair enough’. But she will not nag.

THSPAT9

The relevance of articulation work
Telehealth Scheme care managers regarded themselves as being at the centre of a web of resources for their
patients and pointed out that a proportion of their work entailed signposting patients to other services and
information. Care managers stated that part of their work involved ‘empowering’ their patients to become
better managers of their own care. To this end, they tried to emphasise the signposting part of their role.
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However, many THS patients were elderly and suffering from a number of comorbidities and care managers
often spent time facilitating care from other services rather than pointing patients to these services.

Articulation work concerns planning and co-ordination work.241 This aspect of THS was greatly appreciated
by patients, who recounted how their care managers had helped them to get appointments with dieticians
and chiropodists and emergency appointments at their own general practices, got them into exercise
classes and assisted in getting a blue badge for parking, personal alarms and support railings in the home
and even simple pieces of equipment such as pill sorters. These kinds of things had made a positive impact
on their quality of life:

THSPAT11: I’ve got a chiropodist now, I go and have me feet done because with the, this is with the
diabetes, and with me weight and me breathing, I could not cope, you know. And the nurse at
the surgery thought I was coping, but I was not. So [care manager] said, ‘we’ll get you a . . . into a
chiropodist . . .’, which I do go now.

Interviewer: Right, so did she sort that for you?

THSPAT11: She sorted that for me. Yeah.

They got the phone put in, the emergency phone, my smoke alarms, they had those changed,
those go through to the fire brigade if they go off.

THSPAT1

Patients also mentioned that conversations with their care manager helped them when they were feeling
depressed or down and they appreciated being able to discuss emotional issues:

You know, they ask you if you’ve been depressed, and . . . and sometimes that’s nice of them to ask.
Erm, and I just feel . . . I don’t really know I think . . . it makes you keep on top of things because she
rings regularly.

THSPAT2

Recruitment methods into the Telehealth Scheme may give rise to confusion
At the time of this research, recruitment into THS was undertaken in a number of steps. First, the names
of patients were taken from the appropriate disease registers at participating general practices. Practice
staff then checked the lists to exclude patients who, in their view, should not be asked to join the scheme
(e.g. those with a hearing impairment). Next, letters were sent to patients telling them that their GP
believed that they could benefit from THS membership and advising them that they would be contacted
by THS. The THS recruitment team then contacted patients by telephone to explain the scheme and invite
patients to become members of the scheme. Finally, patients were sent an information pack and an
appointment was made for an initial assessment with a care manager.

During observational work at the THS call centre time was spent with a member of the recruitment team.
Many of those called said that they did not remember receiving a letter about THS from their GP surgery.
Further down the line, when interviewing patients, some were unclear about why or how they had been
recruited into the scheme:

We’d never heard anything about it, it was a surprise when they rang, you know. You think, oh . . .
oh it’s funny sort of thing but they’re very nice, you know. But, er, that’s about it I suppose.

Was it the doctors that put these people onto us?
THSPAT6a and b (husband and wife members)
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Some patients said that they did not remember receiving a letter from either their GP or THS. They did not
understand what the scheme was about or why they were being called. They carried on receiving calls and
making future appointments because they did not want to hurt the feelings of the care manager:

He’s not actually doing anything for me, no. No, he just chats on the other end of the phone.
And, er, he’s quite all right, I mean I don’t mind him chatting.

Well I haven’t said I don’t want you to ring me again because I feel that’s very, very rude.
THSPAT4

For some, the recruitment call from THS was akin to commercial cold calling, making them suspicious
about the service. Having observed the system at THS, it seems that information packs were being sent
out and THS was being introduced via the telephone. However, a proportion of the material posted out
suffered the fate of much commercial ‘junk’ mail and the initial telephone explanation may not have been
fully understood or appreciated. Some of the patients interviewed, including those in the focus group,
mentioned that they would favour recruitment through verbal recommendation from their GP.

Speaking the same language
A small minority of THS staff were multilingual. When care managers were able to speak to patients in
their own language, this was greatly appreciated. A language barrier was cited by the focus group as
the most important obstacle to engagement with THS among the South Asian community. This was
particularly true for older women who were first-generation immigrants, who had never learnt English
and whose access to services was often mediated by spouses and other family members. Those who
attended the focus group did so on the basis of their relationship with their care manager who was fluent
in Punjabi, Urdu and English. However, trained nurses who were multilingual and working in telehealth
were in short supply. THS staff were able to use the translation service, LanguageLine, but this service,
although useful, hindered the building of a personal rapport between care manager and patient and made
the task of motivational interviewing extremely difficult.

On the topic of communication, and connected to the previous point about recruitment, South Asian focus
group participants discussed reasons for the reluctance of the South Asian community to engage with
THS. Aside from the language issue, they discussed the strong sense of privacy in the community and the
desire to keep personal matters, including health matters, within the family. It was suggested that the GP
is trusted almost in the same way as a family member is trusted:

Focus group member 1: Well we give it a name as a family doctor . . . so that’s part of . . . the family.
[Laughter] . . . Not that closely, but it’s the trust. It’s that’s who we trust in.

Focus group member 2: Yeah, it’s the trust thing, you know.

For this reason, it was strongly felt that recruitment into potential telehealth services should be personally
and verbally recommended and endorsed by GPs:

Because if you’re just a random person then you think should I join or not? But if it’s coming from the
nurse or the GP, I think yes, it’s a good thing, it’s going to help.

Focus group member 3

Telehealth potential: patient views
Most of the patients interviewed in this section of the study were recruited through the advertisements
that appeared on the websites of NHS Direct and NHS Choices and so, by definition, these people were
internet users. This was in contrast to the THS patient group who, with the exception of one patient,
did not use the internet directly, although some did ask family members to access information for them on
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the internet. As can be seen from Table 11, these respondents were not elderly like the THS interviewees,
but were spread across a wide age range.

Gaps in service
In terms of clear statements of need, those patients with depression articulated most plainly gaps in
provision of care. They spoke about being ‘left alone’ with their condition between visits to their GP.
They were generally positive about their GP, but mentioned that time with them was limited whereas the
time between GP visits was long. During these periods (in other words, most of the time), they felt alone
and adrift:

For years, for quite a while, my only contact with the services was via your GP, and you know, after a
while, you think, ‘Well I might as well just bloody suffer on my own’ because it’s really a bit academic.
I make an appointment with my GP, and you see somebody for like, you know, 10, 15 minutes,
whatever the allocation is . . . it doesn’t really make a huge amount of difference. Do you know what
I mean? It’s just . . . you know, I didn’t get a review for ages, and you just feel, like, on your own.

Patient 1

Another area of concern appeared to be related to drug treatment as a first line of treatment. Many felt
uneasy about taking antidepressants; they worried about side effects and about becoming dependent on
drugs (this has been documented elsewhere; see Grime and Pollock242 and Khan et al.243). Some also
reflected on the ease with which antidepressants were dispensed:

Anyway I did stay on the medication for a while but probably not very long, probably not much more
than about 3 months and I didn’t like it, I didn’t like the way that it made me feel, stopped taking it
um and a couple of times I’ve been to the doctor since then and my daughter’s 19 now and I’ve been
to the doctor since and sort of broached the thing of feeling very stressed and very upset and all the
rest of it, and each time it’s been well we can give you this medication – and I really don’t want to go
down that route.

Patient 9

As for non-drug therapy for depression, seven patients spoke about their experiences of counselling.
Five of them said that they had found counselling to be useful and worthwhile. However, only two of the
seven patients received counselling through the NHS (one of them received seven sessions after being
hospitalised for attempted suicide), with the rest receiving counselling through work, training or
private practice.

He [GP] said basically don’t use NHS counselling, it’s not available, you’ll be waiting 6, 7 months on a
waiting list, it’s too long. So obviously there was a counsellor at university, I went to see them.

Patient 11

In terms of CBT, only patient 1, who had a diagnosis of clinical depression and social phobia and had been
a psychiatric service user for > 15 years, reported receiving any CBT. Two others spoke about being on a
waiting list for CBT:

Um, and I don’t even know whether he’s sent off for it because we were on the subject of, you know,
me the antidepressants and . . . I don’t even know if . . . he said it’s about a 16-week waiting list,
but I don’t know whether he’s sent off for it, but I will ask him next time whether he did send off.

Patient 12

None of the others had been offered any form of CBT, either face-to-face or online, even though some
lived in PCT areas where computerised CBT on prescription was available.
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Unlike the patients living with depression, the gaps in service articulated by those considered at risk of CVD
were not well defined. This was probably connected to the hypothetical nature of being ‘at risk’, with
interviewees feeling that aspects of their lifestyle required change, but at the same time they felt healthy.
As has been pointed out elsewhere,244,245 the often random occurrence of death from heart attack can
contribute to a fatalistic approach to the idea of being ‘at risk of CVD’. Those who are in work and feeling
well have little motivation to link identification of a problem, such as hypertension or high cholesterol, to
lifestyle change. This is illustrated by patient 5, who was aged 45 years, was overweight, had a sedentary job,
had a family history of hypertension, heart attack and stroke and was on medication for high blood pressure:

Well this is the problem with, um, with blood pressure. You do feel great, until you have a brain
haemorrhage or a stroke or a heart attack. My doctor’s explained all this to me, you know. You will,
you’ll feel fine, you won’t feel any different and that’s the problem with blood pressure. People don’t
feel any different I suppose. But I keep taking the tablet again. There’s no side effects so far and I try
to control my weight. I haven’t put any weight on for about 5 years, you know. I know that I could do
with losing weight but . . .

Patient 5

Those in work and feeling well indicated that they would welcome initiatives that would fit in with their
working lives, for example health screening in the workplace, which could then be linked to a telehealth
intervention, including the use of mobile telephone applications. This is consonant with observations made
by May et al.246 that the treatment of LTCs should be aimed at minimising the burden and the disruption
in the lives of patients.

It should also be mentioned that there are a number of examples in the interviews of how CVD risk and
depression are intertwined. Patient 10 and patient 18 gave vivid accounts of how the loss of self that
was associated with the onset of CVD led to depression. Patient 10 lived alone, led a solitary life and was
dependent on sickness benefits. He explained how he felt that he had little reason to give up on the
pleasures afforded by smoking, drinking alcohol and eating his favourite (high-cholesterol) foods:

If I give up smoking, and all drinking and all the rest of it, there’s nothing to replace it with. I mean,
there’s no quality of life. I mean, you know, I mean that’s a part of my life sort of thing. Um, what do
I replace it with? Um, what’s the point?

Patient 10

Likewise, for some of the THS patients, CVD and/or loneliness were intertwined with depression.

Finally, when discussing gaps in service that could be addressed by telehealth, it is probably useful to
recognise that there is a hierarchy of need among patients. At the top of this hierarchy are those who
have no or little family support and are socially isolated, as well as those patients with complex, multiple
LTCs and those who live far from metropolitan centres or who have difficulties accessing mainstream
health care.

Telephone-based support viewed as reducing isolation
The idea of receiving telephone-based support for depression was viewed positively by respondents.
Depression patients liked the idea of having contact with a named care worker and of hearing a human
voice. Some mentioned that, at times, being depressed made it difficult for them to leave the house,
leading to social isolation and the feeling that they did not wish to be seen by anyone:

I think I would be better talking to somebody on the phone than in person, probably.
Patient 6
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The notion of establishing a certain level of intimacy, but with a degree of distance via the telephone,
was viewed as appealing, as was the idea that there was ‘someone there’ who cared and who could be
contacted at times of crisis:

I think it’s good, I really do, because I know when I’m alone, the fact that somebody bothers to ring
me, you know, I put out of my mind the fact that they might be paid to do that, the fact that
somebody takes an interest in me is important, somebody cares.

Patient 4

Attitudes towards telephone support for lifestyle change were more ambivalent. There was the suggestion
that this kind of contact could be useful when patients had already identified a specific goal:

There are certain types where it is appropriate, there are certain things if you’ve got a very clear
objective like giving up smoking . . . or having a healthier lifestyle then yes you can address that
by phone.

Patient 13

However, patients objected to being nagged or hectored and did not like the idea of being ‘nannied’ or
‘motivated’ to achieve lifestyle change.

Help from internet-based support
As mentioned earlier, most of the patients who were interviewed were, by definition, internet users as they
had been recruited through an online advertisement (see Table 11). They were enthusiastic about the idea of
receiving online support both for depression and for lifestyle change. The internet was seen as a powerful
source of health information. For those living alone, the internet was described as a ‘window’ into the world,
providing information, reassurance and a means of communication. In terms of information, a key issue was
trust. Patients recognised that the internet could be a source of misinformation, of overwhelming volumes of
material and of commercially biased information. Although respondents were eager to discover what fellow
sufferers were posting on the internet, trepidation was expressed about exposing oneself by posting online.
On the subject of reassurance, those sites that included accounts of sufferers – their experiences and how
they had overcome them – were viewed as valuable. This accords with the findings of research on the
significance of bibliotherapy in supporting self-care of LTCs.247

Yeah it always helpful just seeing somebody else and you know that other people have the same thing
but it is always, it’s good to see somebody who is like relatively normal in a sense, you know, because
you sort of tend to ‘oh well I’m the only one and it’s me that’s there something wrong with’.

Patient 9

I think the NHS Choices site is generally very helpful, I like the fact that they’ve expanded it now and
that you can get an expert’s view, I like the, sort of, videos, and things, they’re very helpful and,
sort of, case studies, and things, so I think, you know, it’s become more real, the advice seems more
real now.

Patient 6

The patients interviewed favoured ‘safe’ sites when seeking health-care information, sites that they trusted
that were non-commercial, such as NHS sites and sites run by charitable organisations such as Mind
[www.mind.org.uk (accessed 9 September 2016)].

I kind of started off with British, eh British Heart Foundation . . . cause they don’t really have an
agenda as such, you know, they haven’t got an additional, I don’t feel like they’ve got any reason to
misinform cause there’s so much misinformation and nonsense . . . on the internet as well.

Patient 7
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For those in employment, the idea of accessing health care via the internet was viewed as being compatible
with a busy lifestyle. Respondents were interested in the notion of computerised CBT, although some
stressed that they would like some human interaction alongside computer work. Such interaction need not
be face-to-face, but could take place over the telephone or by e-mail. It was perceived that such responses
would be rapid, unlike lengthy waits associated with attending GP surgeries.

Trust in NHS Direct and NHS Choices
Most of those interviewed had used the NHS Direct telephone service, the NHS Direct online service or the
other main NHS website for patients, NHS Choices. All responded positively about their experiences of
using these services. Respondents felt that the telephone service had provided reassurance and good
advice. The fact that these services were run by the NHS was seen as important:

I’ve phoned them, maybe once or twice myself, and my wife’s phoned them before . . . and it’s quite a
good first port of call really. Because if it’s nothing to worry about, then you don’t want to waste the
time of the doctor or the hospital.

Patient 3

It’s a very strong brand, you know, I know everybody sort of kicks the NHS but I don’t think really it
can be beaten, when you come down to it and you see what happens in other countries.

Patient 2

NHS online resources were regarded as being safe and trustworthy and, by implication, the links from NHS
sites were also trusted by patients:

I tend to go straight to the NHS one. Because I find quite a lot I look at, they’re just trying to sell you
something anyway. So I don’t even bother now, now that I’ve found this, I would look at, straight at
the NHS for information.

Patient 8

Health-care professionals

Telehealth Scheme care managers

The niche role of Telehealth Scheme care managers
A significant proportion of THS nursing staff had previously held senior NHS posts. Many had chosen to
leave positions of significant responsibility, having taken cuts in pay and grade to work at THS. Reasons for
career change ranged from feeling ‘burnt out’ by the stress of high-level front-line nursing and feeling worn
out by years of work on wards, which included hard physical labour, and the desire to work regular hours
to balance working with family life. Employment at THS provided an opportunity to continue a nursing
career that otherwise might have ended. Nurses bring with them a wealth and diversity of experience.

Telehealth Scheme staff underwent in-house training and work at the call centre was monitored. As
described in Telehealth in action: receiving long-term condition support from Telehealth Scheme, care
managers worked through a programme of activity with their patients and, although they were prompted
in this work by computer software, they had autonomy to move away from structured work to discuss other
areas of concern with their patients. The shaping or ‘taming’ of technology in the practice of health care to
suit the needs of patients and practitioners has been described elsewhere,225 but it does require a specific
set of new working practices as well as building on existing health-care work.229 This was evident here.

Telehealth Scheme care managers were trained in ‘motivational interviewing’240 and, when discussing their
work, they referred to the technique of ‘rolling with resistance’. They noted that this non-confrontational
approach is contrary to their traditional nursing training and that their THS training had obliged them to
reorient their thinking.
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When I first arrived here there was a collection of us who just thought, how is this going to work?
How are we going to empower these patients from deprived areas that are used to the prescriptive
approach, to using motivational interviewing; to encourage them to make informed decisions for their
own well-being; health and well-being? And we did it. I just can’t believe it. I think a lot more
motivational interviewing could take place on the shop floor. I think there’s still, as nurses we’re a
culture where we do try and problem solve for people, that’s our make-up.

THS7

They also believed that much could be achieved over the telephone and that, given time, relationships of
warmth and trust could be built between care managers and their patients. Some felt that the lack of
visual clues and physical contact in their interactions with patients obliged them to become more careful
and attentive listeners. Care managers worked hard at establishing and building rapport with their
patients, carefully making notes about family relationships and personal events for reference in future
conversations. These contextual notes would be read through alongside clinical notes before each new
telephone appointment began. Humour was often a feature of these conversations, as well as an informal
manner, so that care managers tended to speak in the same idiom as their patients. The importance of
understanding lay knowledge and lay idiom for promoting health education is discussed by Hunt and
Emslie.245 This was particularly marked in those instances in which South Asian patients were served by a
care manager who spoke their language and shared a cultural background with them.

When a new patient was recruited to THS, a lengthy ‘initial assessment’ took place that was guided and
shaped by computer software templates. Most care managers chose to carry out this assessment over two
or more telephone appointments and were careful to leaven the rather tedious assessment with general
conversation and to work on relationship building with their patients. Although the work of care managers
was strongly focused on the eight areas of support for certain LTCs described previously, care managers
also emphasised the importance of ‘general’ caring work:

They want to feel safe, they want to feel that yes definitely you’re there for them, you’re concerned,
not only about the diabetes, or you call them, ‘Oh, I’m having problems with the . . .’. The last
member I had, ‘I’m having a problem with my son’, there are so many issues going on at home,
so you step into that, trying to help.

THS6

Care managers saw themselves as being at the centre of a web of resources, in a position to signpost
their patients to relevant social services and NHS services as well as charities and community organisations.
Most importantly, care managers repeatedly mentioned that a key resource that they were able to offer
patients was time. Time is important for individual conversations, but THS staff also stressed that building
rapport and confidence to facilitate behaviour change takes place over a long period of time:

So you might not get a behavioural change and it might possibly be a pre-consultation for 6 months
and for a GP to say: ‘Well what have they been doing with our patients?’ That could be rapport
building and then suddenly – you just jot things down about the name of the dog, the name of the
son or something just to get the rapport and the relationship building – and then suddenly out of
the blue the patient will say, ‘Now what was it you said about cholesterol levels?’ And that could be
6 months; could be 12 months down the line.

THS7

Care managers believed that they had an important role to play in addressing depression with their
patients. Both patients and THS staff voiced the opinion that GPs and practice nurses had limited time
to spend with depressed patients.248 Likewise, working on lifestyle changes required a lot of time.

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

67



THS staff argued that (1) they were able to spend time on individual calls and (2) bringing about change in
self-management and lifestyle behaviours was a long-term project:

It is a luxury I think this service is; we have got the time you know, we could be on the phone an
hour, an hour-and-a-half and for us that is fantastic, the patient is fantastic. The surgeries out there
haven’t got that luxury.

THS7

Professional intercommunications and other problems
Care managers ideally made quarterly visits to their assigned general practices with the aim of informing
them about THS work, reviewing THS enrolment and airing problems. A recurrent theme from many care
managers was that practice nurses and GPs were resistant to the work being carried out at THS and
viewed THS as a threat. They felt that at times they were received with a certain amount of hostility when
they went out on visits to practices and were of the opinion that many participating practices were
either unaware or uninterested in the work of THS. Between care managers and practice nurses there
appeared to be tensions over role and jurisdiction234 and between care managers and GPs there were
tensions over the credibility of THS:

In my experience when I’ve gone to the surgery, they [practice nurses] don’t even want to see me
because they think I’ve taken over their role, or I’m going to create more work for them because one
of the things we educate the patient to do is go back and ask questions, you know, prepare them for
their appointments, and also we send them with a hand-held record . . . So I try and encourage them
to take that in and to fill in the record with any changes in the blood test result and the medication.
Nurses don’t like that because I’m creating extra work for them. So I only ever get to see them the
first time I went on the practice visit, and since then I only ever see the practice managers. I’ve yet to
meet any of my doctors.

THS9

There was no formalised system of communication between THS and the participating general practices
to exchange information about individual patients. Care managers had access to limited areas of their
members’ patient record that pertained to cholesterol readings, blood pressure readings, body mass index
(BMI) and other similar clinical measures and practices were sent updates on patient enrolment into the
scheme. Concerns about the welfare of individual patients could be raised by care managers, but this
may or may not have been welcomed in the participating practices. The latter could sometimes lead to
conflicting health-care advice being given to patients, adding to the potential for tension between THS
and practices.

The more the GPs’ surgeries understand about us . . . the better, it builds bridges really and things
improve. But it is very difficult because sometimes we will phone the surgery and we will want to
speak to a GP about a concern, but they are not always, you know, happy to discuss things . . . or you
know: ‘Why are you phoning me for this reason?’

THS10

Linked to the issue of communication was the feeling that neither the public nor general practices were
well informed about the service. Care managers felt frustration that both professionals and patients were
ignorant about the work of THS, which had a bearing on recruitment into the scheme, which became
more challenging if potential members (i.e. patients) had never heard of THS. The personal endorsement
of GPs was thought to be important for successful recruitment:

I think that personal touch from their GP in the first instance is enough for a lot of people to say
actually this sounds quite good, my GP’s recommended it then obviously I’m happy to join.

THS8
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At the time of this research, patients were recruited into the scheme through the disease registers at
participating general practices. After the practices had excluded the names of patients for whom
recruitment into THS was not suitable (e.g. patients with hearing difficulties), a letter was sent to potential
recruits. The recruitment team at THS subsequently telephoned potential members, explaining about the
service, and, if patients were agreeable, sent out information packs and assigned them to a care manager.
This system was designed to bring people with LTCs into the service in numbers, but did not discriminate
between patients. Thus, it was possible to recruit into the scheme those who may be long-standing,
well-controlled diabetics or those who were equivocal about membership or who did not fully understand
why they had been recruited:

The word needs spreading, yeah, definitely. Because also you know, if it’s not a well-established and
well aware . . . people are not well aware of this programme then all of a sudden out of the blue
they’ve got this perhaps threatening figure wants to talk to them about their health and how to make
changes. Why me, why have they picked me but if it was a well-known thing then it perhaps take
away that sort of, intimidation factor as well.

THS13

These factors, in turn, contributed to a waste of resources when care managers spent time talking to
people who were well informed, in control of their LTCs, or spent time pursuing patients who were not
interested in the service.

Those care managers interviewed were positive about their role. They believed that they were making an
important contribution to the support of patients with LTCs and enjoyed the convivial working atmosphere
of the THS workplace. There were some frustrations about time wasted on missed appointments and as a
result of cumbersome software. Many found ways to adapt their work to the computer software system,
but pointed out that time spent doing this could be better spent talking to patients:

It’s so slow, and it wastes so much time in the day, while you’re watching that little thing go to and
fro while it sorts itself out, and then you have to put the contacts into the diary and that takes ages.

THS4

I get a lot of frustration with the software itself. I think the majority of us do feel that, that slows us
down quite a lot, and I don’t think it actually captures what we do in the day-to-day.

THS9

I’ll guarantee everybody said this, the software’s useless. The software’s not designed for the
programme, is the problem, and the software is slow and cumbersome. I mean, we’re running four
programmes, you know, to contact and notify and make note of all our conversations. It’s too slow.
Too slow.

THS13

Finally, some respondents were concerned about the open-ended nature of their work. They noted that,
at the start of the THS programme, patients were ‘graduated’ from the scheme once all eight areas of
THS work had been completed. Subsequently, patients were kept on the scheme with the option to
‘step them down’ to health coaches, who contacted patients less frequently. Some care managers worried
that such an arrangement could foster dependency rather than transitioning them to take charge of
self-management of their LTCs.
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Views from the practices

Practices participating in the Telehealth Scheme

Communication and evidence
The impact of THS services was not felt to be particularly salient in participating general practices.
Those interviewed knew about the way that THS recruited patients because this required occasional access
to the computer systems in practices. The frustrations voiced by THS care managers about the lack of
communication with their practice-based counterparts were mirrored here. Staff in the general practices
said that they were largely unaware of THS work and felt that it had little impact on patients. Attitudes to
the service were indifferent or negative and the lack of communication about patient care was also
highlighted by practice-based HCPs:

The meetings [with THS care managers] will come and say, ‘You’ve got X amount of patients to be
looked at, if you want to put them in the system,’ which we do – end of story, don’t really know what
goes on after that. You know, we’ve got no feedback from . . . patients.

THSPRACT4, practice nurse

We don’t want any contact with them, [laughter] with a service that we think is useless.
THSPRACT2, GP

Ambivalent or negative feelings about THS were related to unease over whether or not the service was
actually working. Questions were asked about outcomes and evidence and whether or not expenditure on
THS represented a good use of public money. Some, who had been keen on the scheme at its outset, now
worried about the lack of published results and voiced unease about continuing support for a service for
which they believed there was no hard evidence of its efficacy:

Our PCT recently wrote to us and said, what would you like THS to do next? And they were talking
about arthritis, management of depression, other things. And although I’m a great supporter of the
individual nurses, I think they’re, you know, they’re great, I haven’t seen any data, there is no data.

THSPRACT9, GP

So for us the outcomes are really important, the impact of using . . . THS people . . . or NHS Direct is
really, really important. We would like to know erm, because if we’re in the future going to be in a
position [to commission services], because the political scene’s changing . . . then er, we need to have
that kind of confidence in them.

THSPRACT4, practice manager

Questioning the role of the Telehealth Scheme
In addition to concerns about the lack of evidence of the efficacy of THS, anxieties were raised about
whether or not THS was duplicating services already being offered in general practices and other
organisations. Practices indicated that they already run their own smoking cessation services, that practice
nurses give dietary advice and that some practices make use of community psychiatric nurses. It was
suggested that some patients, for example those with diabetes, may, at times, feel themselves to be
bombarded with a plethora of services from both primary and secondary care providers. Practice nurses
said that they already undertake monitoring for LTCs and care of LTCs, indicating that the THS overlaps or
duplicates work that they are already doing:

THS, from what I can gather, they ring the patient up, say, ‘how have you been this month?’
From what I can gather, from what . . . what I’ve heard in the past, erm, and, ‘what’s your blood
pressure reading? What’s your, your glucose or what’s your cholesterol?’ And they’re just asking these
questions, and they’ve already had it done, because we’ve done it and we’ve monitored. So what else
can they do for them?

THSPRACT4, practice nurse
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Although none of the interviewees in the practices felt that THS had thus far made a significant impact
on their patients, the future potential for the service was seen differently. Practices situated in the more
affluent areas believed that THS was superfluous for their patients and tended to cater to the needs
of the ‘worried well’. Conversely, some working in economically deprived areas felt overburdened and
commented that they would welcome support in their work, but were, to date, not aware of any impact
of THS activities on their workload:

When a patient comes and they’ve got problems, you’ve got so many things you need to do for them
. . . it takes you away from other things or you end up working overtime . . . that you don’t get paid
for . . . to sort these people out, . . . it’s time-consuming so it would be nice to have some kind of help
. . . perhaps they’ve [THS] produced a plan when they’ve seen the patient, do a little plan, a care plan
. . . and so that we know what’s happening.

THSPRACT3, practice nurse

The main areas identified by practice staff as gaps in service where help was needed were depression,
alcohol dependency and dietary support.

Telehealth Scheme care managers attached importance to their caring role, believing in the value of time
spent talking to their patients, building trusting and empathetic relationships. This aspect of their role was
not necessarily valued in the participating general practices, where it tended to be dismissed as ‘just talk’,
something that was ‘nice’ but not necessarily important. They questioned whether or not it was the job of
qualified nurses to be ‘chatting’ to patients and whether or not this was the best use of NHS resources:

Every now and again they get a phone call from them saying, ‘how are you?’ And they go, ‘oh, fine
thanks’. Or they might go, ‘well, I feel a bit low’. Oh, hang on, there’s somebody else I can talk to for
an hour here, you know, I’ve got all these aches and pains and blah-blah-blah.

THSPRACT1, practice nurse

What benefit it’s actually giving, other than somebody is ringing them up and they are having a chat?
Because they may be elderly, there may be some other system that they could get for these lonely
people, but I think this a very expensive way of looking after these people.

THSPRACT2, practice nurse

You find that they [patients] love it, and they love it partly because it’s a voice on the other end of the
line, that’s the other thing you’ve got to remember. Sometimes it’s the placebo effect is huge because
somebody is phoning them, in their own home and they have maybe not seen somebody all day, or
all week.

THSPRACT11, GP

This last quote was from a GP who was enthusiastic about THS. Nevertheless, there is a suggestion that
the benefits gained from the social interaction over the telephone were just ‘placebo’ effects, in contrast to
the ‘real’ work of HCPs.

Attitudes towards NHS Direct
When asked specifically about their views of NHS Direct (as distinct from THS), health professionals in the THS
practices tended to be neutral or negative. Negative views of the service were often strongly held and positive
views tended to be based on positive personal experiences, for example a practice nurse telephoning the
service for advice about her baby. The sentiment that NHS Direct simply redirected patients to GP practices or
hospital accident and emergency departments was strongly voiced. Views such as ‘it’s rubbish’, ‘it’s a waste of
time’, ‘waste of money’ or ‘should be called NHS Redirect’ were forcefully expressed:

They just send you to hospital. They don’t want to know. It’s rubbish.
THSPRACT3, practice nurse
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It might help some, but I haven’t come across an awful lot that it’s helped because they might have a
problem, and they’ll say, ‘well, I rang NHS Direct and they told me to come and see you’. You know,
that’s a very big problem.

THSPRACT4, practice nurse

Patients who’ve rang just to get a bit of advice . . . they said it, they’ve found it quite useful, ‘cause I
think they find that more useful than the out of hours that we have because our out of hours is with
XXX and they, they don’t like it.

THSPRACT5, practice manager

Practices in south Yorkshire and the wider Bristol area
Although interviews at THS practices focused on an existing scheme, the conversations in the South
Yorkshire and wider Bristol practices concentrated on ideas of how telehealth could enhance future LTC
care and management. HCPs were asked about current LTC care, perceived gaps in current care and views
on telephone and internet support and on NHS Direct.

Co-ordination of care for long-term conditions
As was the case in the THS practices, the bulk of routine care for LTCs, as well as screening for LTCs,
was undertaken by practice nurses. Commentators have noted the way in which practice nurses have
carved out this particular niche of professional work for themselves234,237 and the practice nurses interviewed
here stressed that LTC management was largely their domain of care:

I would say quite a large part of my role is long-term management now.
BrisPract4, practice nurse

So basically that’s the whole of my job is looking after people with chronic disease.
BrisPrac2, practice nurse

I think the vast majority of my work is lifestyle based quite frankly and chronic disease management.
SYPract4, practice nurse

In most practices, nurses tried to see their LTC patients twice a year for routine checks and were available
for consultations in between these times. Some specialised in particular areas, such as COPD or diabetes,
and some ran clinics aimed at targeting specific issues, such as smoking cessation or weight reduction.
Some also undertook routine health checks and screening for CVD. In a few instances, they reported that
some routine work was carried out over the telephone.

General practitioners, on the other hand, acknowledged that they no longer do much LTC work. In their
view, the role of the GP was to concentrate on complex issues and to attend to patients with LTCs when
they are experiencing problems or changes in their condition:

We, as GPs, maybe sort of only tend to get involved at the peripheries of some of these long-term
conditions, erm, you know, when there’s treatment changes or difficult decisions to make about
the treatments.

SYPract2, GP

We don’t, as GPs, do an awful lot of the long-term chronic conditions to be honest. If we’re talking
about monitoring as opposed to managing, the nurses do a lot of monitoring for the, you know,
diabetes, renal, ischaemic heart disease, you know, COPD. Erm, we tend to get involved if there are
changes in the monitoring . . . if something in the monitoring shows there might be a change that’s
medically needed, we don’t always get involved because the nurses often are very skilled and can
make decisions.

BrisPract1, GP
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General practitioners see themselves as being at the centre of patient care, describing themselves as
‘guardians’ of care or as ‘gatekeepers’. Most GPs interviewed were positive about the potential for
telehealth interventions, but were keen to stress that general practices should remain at the centre of
patient care. They felt that it was important that general practices be kept informed about and be part
of a communication loop with any new telehealth intervention because they believe that, ultimately, the
responsibility for patient care lies with them.

Both GPs and practices nurses were concerned that clear systems of communication be part of any new
intervention, so that practice-based HCPs would be fully informed about the contents of a telehealth
intervention and would provide treatment feedback for each patient (with regard to work carried out and
referrals made). They were also concerned that care for patients should be ‘seamless’, in other words,
that patients should receive consistent health-care messages from their general practice and from any new
telehealth intervention:

What we don’t want is to develop different care tiers. We need to know exactly what is being
delivered by other services involved in the care of those patients. And we need to be the ring holder of
that care, so that everything comes back to us, and that we then know who’s doing what, when
they’re doing it, and who’s accountable for what.

SYPract1, practice nurse

Concern was also raised about the potential of a new intervention to duplicate the work of existing
services both inside and outside of general practices. Practice nurses, in particular, pointed out that they
already undertake a great deal of support work for patients with LTCs and were anxious that resources
should not be deflected away from existing services. This sentiment was expressed most bluntly by a
practice nurse who felt that telehealth initiatives could potentially undermine the role of practice nurses:

Is it just you’re thinking that the practice won’t need practice nurses any more, they’ll just have people
take blood and check blood pressures and then I’ll be made unemployed? Is that what you’re
thinking? Is it a cost cutting exercise?

BrisPract2, practice nurse

In a similar vein, the GP quoted below wondered whether or not general practices would be interested in
commissioning potential new telehealth services:

I think a lot of the stuff with ischaemic heart disease, and things, we do that anyway. And it’s all just,
you know, part of what we’re already doing. Commissioning a further service to repeat it, I think is
going to struggle to, you know, find the . . . come up with the money to do something that we
already do.

BrisPract3, GP

Targeting a new intervention
From the concerns about duplication of services emerged a strong sense that any new proposed telehealth
intervention needs to be carefully targeted to areas of greatest need. HCPs had three main suggestions for
successfully introducing any new telehealth intervention into primary care. First, HCPs mentioned that they
need to be convinced that a new telehealth intervention will be adding to existing services, rather than
duplicating them:

So in terms of sort of supporting long-time conditions, what kind of things, on top of that,
what added value would it be giving?

SYPract1, practice nurse
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Second, the new intervention should be evidence based, cost-effective and clearly targeted:

Well I’d need to see evidence of effectiveness and, umm, and, cost-effectiveness, and so, umm [pause],
umm, whatever the telehealth thing that was doing would have to be part of what we considered to
be one of our objectives, and so you’d have to be relevant to our population.

BrisPract4, GP

This last point should be noted as ‘relevance’ to the general practice population in question, which
certainly differs from one area to another and is linked to factors such as age distribution, wealth
distribution and ethnic diversity.

The third suggestion provided was that any new intervention should be ‘QOF (Quality and Outcomes
Framework) friendly’ [see http://digital.nhs.uk/qof (accessed 19 September 2016)], so that, at best,
participation in a telehealth initiative should add to a practice’s QOF score or at least should not detract
from a practice’s QOF rating:

I mean how would I know my patient had got the . . . primary prevention from you, and then I need
to see them anyway ‘cos I need to get my QOF point and will . . . will I get my QOF point because
you’ve seen them?

BristPract2, practice nurse

The majority of those interviewed mentioned the need for support for patients with depression and other
mental health needs. Greater access to referral for talking therapies and CBT, both offline and online,
support for patients with alcohol abuse problems and more options to be able to refer patients to exercise
programmes were also mentioned. A number of interviewees said that their practices were already
engaged in smoking cessation and weight loss support.

Attitudes towards telephone and internet-based support
Practices already carrying out telephone consultations were familiar with this mode of health-care delivery.
Interviewees were generally comfortable with the idea of telephone-based health support, although there
was a feeling that using the telephone is second best compared with face-to-face contact with a HCP:

We use telephone consultation a lot . . . in our practice, we have, er, one doctor doing the whole . . .
doing a whole morning of telephone consultation, um, but I . . . I’m constantly being reminded that
you don’t always get the full picture over the phone . . . you know, you’ve a gut instinct and you
think, well I’d better just see this person, and they come in and you think, yeah, just as well.

SYPract5, GP

Issues that have been touched on earlier were also discussed here: the need to be careful not to confuse
telehealth calls with cold calling, the need to build and maintain trusting relationships over the telephone
in keeping with the relationships of trust between general practices and their patients and the importance
of continuity of care, so that a patient speaks to the same telehealth-care worker over time.

Attitudes towards the idea of using internet resources to support patient care differed according to the
type of population being served. In a small, rural practice serving a wealthy area, HCPs were using a
number of computer-based aids and were directing patients to the internet:

I think we significantly, you know, patronise and underestimate the abilities of every patient,
you know, person with a long-term condition. You know, they know they’re living with it and, you
know, their grandchildren, you know, technology is absolutely part of all their lives. So I’ve no qualms
at all about giving an iPad to a 75-year-old and asking them to create their care plan.

BrisPract1, GP
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On the other hand, staff based in economically deprived areas were doubtful that their patients would
have access to a computer:

The population is such that quite a number of them wouldn’t have access to that service [the internet]
. . . in the first place, anyway, so . . . to some it would be useful, to a large number it wouldn’t.

SYPract3, GP

The idea of the importance of interpersonal contact between health-care supporter and patient was
emphasised, with doubts being raised about the utility of internet-only support, particularly for those
with depression.

Doubts about the NHS Direct ‘brand’
As with the THS practices, opinions voiced here about NHS Direct were generally negative. Some
interviewees voiced the concern that NHS Direct is algorithm driven and rigid and wondered whether or
not a new telehealth intervention would be similarly rigid and limited. It was also felt that NHS Direct has
not been properly evaluated, is not cost-effective and is a waste of money. In particular, NHS Direct was
associated in the minds of many interviewees with the burgeoning of a whole host of out-of-hours
services, which, according to some, had led to duplication and ‘chaos’. The message was that associations
of a new service with the name of NHS Direct would not necessarily be positive in the eyes of many HCPs:

Yeah, the name, I think the name would, personally, would have to change . . . yeah it
has connotations.

SYPract2, GP

However, there were positive comments made about the online health information resources provided by
NHS Direct as well as NHS Choices.

Discussion

A number of important themes emerged from the material presented here, which will hopefully be useful
in the consideration and shaping of future telehealth interventions. These themes are identified in the
following sections and supported by a discussion of the results obtained that underpin them.

Trust and confidence in proposed new systems
It became apparent that trust, as the basis of engagement, was important on a number of levels. THS care
managers emphasised that their work was based on a foundation of trust. This was built over time as a
consequence of careful nurturing of the relationships between care managers and their patients. THS
patients appreciated the informal nature of the communications between them and their care manager
and care managers were often placed in the role of confidante.

The telephone and internet are mediums of communication that are both associated with suspicion rather
than trust. Telephone subscribers have become accustomed to cold calling and telesales and, likewise,
the internet is associated not only with advertising but also with fraud, identity theft and the dissemination
of misinformation. Any new telehealth initiative will need to allay anxieties and suspicions associated with
its means of delivery. The idea that a new intervention should be personally endorsed by GPs and practice
nurses seems to be a simple and practical suggestion in this regard.

It was very clear from the interviews that patients trust the NHS, NHS Direct, NHS Choices and internet
sites that are linked to NHS sites. Patients felt reassured that NHS services would not be commercial and
would be neutral sources of information. The idea of NHS Direct supporting the management of LTCs was
positively viewed by patients. In contrast, HCPs’ views of NHS Direct tended to be negative. This clearly has
implications for the branding of any new service. For patients, the inclusion of the name ‘NHS’ will be
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positive and will inspire confidence, whereas for many HCPs the association of a new service with NHS
Direct is likely to be a deterrent.

Linked to trust is confidence that a proposed new service will actually work. Patients may need the
endorsement of primary HCPs to begin the process of engagement with new services. HCPs need to be
convinced that (1) there is evidence of efficacy of telehealth interventions and that telehealth will add
something to patient care; (2) telehealth is cost-effective and will be compatible with the existing QOF
scoring system; and (3) telehealth will not simply duplicate services that are already available. On this last
point, it is important to note that practice nurses undertake much of the work associated with support of
patients with LTCs. Telehealth interventions should therefore be orientated to the existing work of practice
nurses. There is a potential for practice nurses to feel that areas of their work will be duplicated or
replaced by a new telehealth service. In the changing landscape of the NHS, GPs will be the commissioners
of telehealth services, illuminating questions about efficacy, cost-effectiveness and duplication.

An element for building trust, and one that was lacking in the THS operation, involves fostering clear
channels of communication between staff in general practices and those running a telehealth intervention.
At THS, the lack of such communication led to frustration on the part of care managers and to a mutual
lack of appreciation and co-ordination of the work being carried out to support patients with LTCs. This
was true both in the practices and at THS. The aims and contents of a potential telehealth intervention
need to be apparent to those working in general practices, alongside clear channels of communication to
avoid duplication and the giving of mixed messages to patients.

The exemplar conditions and areas of need
The clear message from both HCPs and patients was that support for patients with depression is a pressing
need. Patients voiced anxiety about being on drug treatment for depression and felt that they needed time
and non-drug therapy. There are long waiting lists for talking therapies and variability of access in different
areas. Many interviewees were positive about the idea of delivering psychological therapies by telephone
or via the internet, with the caveat that some personalised contact be included. It was clear in the case of
the delivery of a package of care over the internet that both patients and HCPs thought that some kind of
human interaction was necessary, whether this be face-to-face, over the telephone, using a webcam, using
webchat or by e-mail.

The picture was less clear for those at risk of CVD and this was connected to the complex nature of
understanding what it means to be ‘at risk’. Nevertheless, telehealth has the potential to promote lifestyle
change. Diet and weight loss were identified by some patients as areas where support would be welcomed.
HCPs also mentioned this and pointed to the lack of support for alcohol dependency, in contrast to a
plethora of initiatives in the area of smoking cessation.

The promotion of lifestyle change risks encroaching on areas of life that many regard as being personal,
such as dietary habits, daily routine and alcohol consumption. The idea of being ‘nagged’, ‘lectured’ or
‘nannied’ was not welcomed, but it was also identified as the basis of approaches and information
currently on offer. THS patients pointed out that their care managers did not nag them and that they
appreciated this. THS care managers were trained in motivational interviewing techniques and consciously
avoided a lecturing style in their attempts to promote lifestyle change.

The importance of context and targeting
Telehealth has the potential to reach and support patients whose access to conventional health services
may be difficult or limited. According to the Office for National Statistics, most households in the UK
(88%) have a telephone and most (73%) have an internet connection (the most recent figures at the time
of writing refer to 2010).249 However, at the time of the study there was a disparity between the highest
decile income group, with 97% accessing the internet, and the lowest decile income group, in which only
69% have an internet connection.249 The Office for National Statistics reported in 2010 that 60% of those
aged > 65 years had never accessed the internet, although this is rapidly changing.249 These data
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correspond with the interview material cited here, with older patients and those living in less affluent areas
not routinely using the internet. Thus, accessibility to the medium through which telehealth is to be
delivered has to be an important consideration when developing a new intervention.

In addition to thinking about the means of delivering telehealth, it is also relevant to consider that the
burden of LTCs and care and support for LTCs is not experienced uniformly. The patients and HCPs
interviewed for this study raised a variety of context-specific issues. For those living far from metropolitan
centres, telehealth offers the possibility of increased access to specialist services, such as psychological
therapy. Likewise, telehealth can also increase access to care and support for isolated frail and elderly
patients and the current THS service appeared to be particularly well received by older patients. However,
the health-care challenges facing residents within metropolitan areas can vary dramatically from one
residential area to the next. HCPs in some of the THS practices described problems of drug and alcohol
dependency in areas where there was also a high dependency on income support. Incentives for
maintaining claims to illness are shaped and reinforced by the current benefits system, thus providing a
particular challenge for health-care interventions aimed at engaging people with an approach that runs
counter to one demanding illness behaviour.

Within the Midlands and north-east of England, there are pockets of the population that are moderately
and extremely affluent and THS care managers observed that many of their patients living in these areas
had engaged particularly well with the service. They also observed a much lower level of uptake of the
service and engagement with the service among the large South Asian populations in the same areas.
Language and cultural sensitivities are relevant factors to be considered in terms of engaging ethnic
minority patients with LTCs in new telehealth interventions.

A ‘one-size-fits-all’ telehealth intervention is unlikely to suit the needs of all patients when considering the
complex and context specificity of lifestyle change. If the aim of a potential intervention is to address health
inequalities, it needs to be sufficiently flexible to be tailored and targeted at particular areas of need.

Conclusion

In carrying forward this preliminary work to inform the creation and implementation of future telehealth
interventions, the following key points should be borne in mind:

l There should be clarity about what proposed telehealth interventions add to the existing support of
LTCs. Patients are more likely to enrol in telehealth and to benefit from it if GPs and practice nurses
know about interventions and endorse them. This would suggest that training of HCPs at the outset of
a new programme is essential and care and attention needs to be exercised over the way that patients
are recruited into a new THS.

l Patients and HCPs identified gaps in service in respect of non-drug therapy for depression. Gaps in
service for those at risk of CVD were more difficult to identify, but support around diet, exercise and
weight loss was mentioned, as well as support to address alcohol dependency.

l Health-care professionals were concerned that a telehealth intervention might duplicate services already
being offered (such as smoking cessation services). A new service should not add to this duplication.

l Telehealth interventions should be clearly targeted and, if aimed at certain groups with particular
problems, then tailored accordingly.

l Systems of communication between those running a telehealth programme and practice-based HCPs
need to be in place from the outset.

l The software that telehealth managers use needs to be user-friendly and developed for ease of
communication between telehealth managers and practice staff.

l There is a potential for practice nurses to feel undermined by telehealth initiatives taking over their
areas of work and expertise. Telehealth should complement and support the work being carried out by
practice nurses.
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l Practice-based HCPs who will be the future commissioners of telehealth need to be assured that such
interventions are evidence based, cost-effective and QOF friendly.

l Existing work at THS shows that support for LTCs can be delivered over the telephone and that this
medium is acceptable to patients. The technique of motivational interviewing was highlighted by
THS care managers, who believed it to be useful, and this approach was appreciated by patients.
Motivational interviewing is a well-documented technique that can be used for interventions aimed at
achieving lifestyle change.

l Telehealth Scheme care managers and patients identified as important the relationships they built with
each other. They also pointed out that these kinds of trusting relationships take time to build. THS care
managers were of the opinion that working towards lifestyle changes is a slow process that can take
months and years to achieve. This kind of slow work can be difficult to measure and assess in the
short term.

This study had the advantage of being able to look at a THS in action, as well as canvas opinion from
those not involved in any such scheme. This material gives a picture of a general acceptance of the idea of
receiving health-care support by telephone or using the internet. Areas of concern have been highlighted
by both patients and HCPs. Hopefully, these concerns will help to shape new telehealth interventions that
address the needs of both HCPs and the patients that they serve.

A QUALITATIVE STUDY OF HCPS' AND PATIENTS’ VIEWS OF TELEHEALTH
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Chapter 5 TElehealth in CHronic disease:
mixed-methods study to develop the TElehealth in
CHronic disease conceptual model for intervention
design and evaluation

The material in this chapter was adapted from Salisbury C, Thomas C, O’Cathain A, Rogers A, Pope C,
Yardley L, et al. TElehealth in CHronic disease: mixed-methods study to develop the TECH conceptual

model for intervention design and evaluation. BMJ Open 2015;5:e006448.250 This is an Open Access article
distributed in accordance with the terms of the Creative Commons Attribution (CC BY 4.0) license, which
permits others to distribute, remix, adapt and build upon this work, for commercial use, provided the
original work is properly cited. See: http://creativecommons.org/licenses/by/4.0/.

Abstract

Objective: To develop a conceptual model for the effective use of telehealth in the management of
chronic health conditions and to use this to develop and evaluate an intervention for people with two
exemplar conditions: depression and raised CVD risk.

Design: The model was based on several strands of evidence: a meta-review and realist synthesis of
quantitative and qualitative evidence on telehealth for chronic conditions; a qualitative study of patients’
and health professionals’ experience of telehealth; a quantitative survey of patients’ interest in using
telehealth; and a review of existing models of chronic condition management and evidence-based treatment
guidelines. Based on these evidence strands, a model was developed and then refined at a stakeholder
workshop. A telehealth intervention (the Healthlines Service) was then designed by incorporating strategies
to address each of the model components. The model also provided a framework for the evaluation of
this intervention within parallel RCTs in the two exemplar conditions and accompanying process and
economic evaluations.

Setting: Primary care.

Results: The TElehealth in CHronic disease (TECH) model proposes that attention to four components
will offer interventions the best chance of success: (1) engagement of patients and health professionals,
(2) effective chronic disease management (including subcomponents of self-management, optimisation of
treatment and care co-ordination), (3) partnership between providers and (4) patient, social and health
system context. Key intended outcomes are improved health, access to care, patient experience and
cost-effective care.

Conclusions: A conceptual model has been developed based on multiple sources of evidence that
articulates how telehealth may best provide benefits for patients with chronic health conditions. It can be
used to structure the design and evaluation of telehealth programmes, which aim to be acceptable to
patients and providers and cost-effective.

Introduction

Evidence of benefits
In Chapter 1, we highlighted that, although the potential benefits of telehealth in chronic condition or LTC
management have been rehearsed for at least 20 years, evidence to support these arguments is limited.54,251,252
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Systematic reviews have been conducted in specific chronic conditions, along with overviews that have
combined findings from a range of conditions, and these have concluded that the evidence in favour of
telehealth is weak and inconsistent.11,20,23,54,69,74,251,253 Evidence of effectiveness is stronger for some conditions
(e.g. heart failure) than it is for others (e.g. diabetes). Some studies report positive findings whereas others
do not and it has been difficult to identify a pattern in terms of disease, type of technology or patient
characteristics to explain these inconsistencies. There is a lack of evidence about mechanisms of action and
about wider impacts of telehealth on the utilisation of other health-care services.251 There is inconsistent
reporting of outcomes, suggesting a lack of clarity about the intended benefits of telehealth and making it
difficult to compare studies. Evidence about cost-effectiveness, or of successful large-scale implementation,
is particularly limited.

The need for a conceptual model
Telehealth is a complex intervention252,254 involving a number of interacting components, such as the type
of technology, the infrastructure, the human support available and the capabilities of the patient in
relation to the technology. For any individual, telehealth is likely to be only one facet of the health care
that they receive, so telehealth cannot be understood in isolation from the health-care system in which it
is provided.

Over the last 15 years there has been increasing awareness of the importance of theory both in the
development and in the evaluation of complex interventions.56 Theory is needed to understand the
relationship between context, mechanism of action and intended outcomes, but this has largely been
neglected in the field of telehealth.255–257 Although there are well-recognised theories in related topics,
such as behaviour change (e.g. the theory of planned behaviour,205 the behaviour change wheel,258 the
model of Ritterbrand et al.259) and why technologies get used (e.g. the technology acceptance model260),
there is no overarching theory that connects these and other elements (such as co-ordination between
service providers) essential to LTC management in the context of telehealth.

What is needed is a clear conceptual model for how and why a telehealth intervention for patients with
LTCs is intended to have specified beneficial effects. Making explicit the theoretical chain of causation by
which an intervention is intended to lead to its effects focuses attention on the most important features
of the intervention that need to be delivered for it to be effective. A conceptual model also provides a
framework for evaluation by identifying the contextual factors, steps in the causal chain and most
important outcomes that need to be assessed.

A useful theoretical model is one that is simple, clear and based on meaningful concepts, demonstrating
lines of causation (including whether variables are proposed to have moderating or mediating effects),
and which is sufficiently general to be tested in a range of settings. A model that applies to only one
context is of little practical value as it has little explanatory value – the power of a model depends on the
extent to which the relationships it proposes are demonstrable in a range of contexts and patient groups.
In the context of telehealth for LTCs, this means that the model should ideally be applicable to a range of
conditions, types of interventions and health-care settings.

This chapter describes the development of a conceptual model for the role of telehealth in the management
of LTCs. This was developed to inform the design of an intervention to support people with two exemplar
conditions: depression or raised CVD risk (because of risk factors such as hypertension, smoking, obesity
and hyperlipidaemia). These exemplars were chosen to represent very different types of conditions, which
would test the generalisability of the model but which are both common and for which there is existing
evidence that some forms of telehealth could be effective.16,69 By taking into account the views of patients
and providers, and considerations about cost as well as evidence of effectiveness, the intention was to
develop a model for interventions that are likely to be suitable for implementation at wide scale, acceptable
to stakeholders and cost-effective.

TELEHEALTH IN CHRONIC DISEASE: MIXED-METHODS STUDY
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Methods

Evidence review
The model was based on several sources of evidence. The methods and results for each strand of evidence
are summarised below, but are described in more detail elsewhere in this report.

l A meta-review and realist synthesis of existing quantitative and qualitative evidence on telehealth for
LTCs.253 This consisted of an overview of existing systematic reviews of telehealth interventions.
We focused on reviews of LTCs generally, rather than in relation to specific conditions. Details of the
methods are provided in Chapter 2. We supplemented the meta-review with a review of depression, as
well as a new systematic review to look in more detail at studies of telehealth interventions focused on
those for the prevention of CVD.61 In addition, we identified and reviewed published qualitative studies
of patients’ experiences of using telehealth interventions. In total, we included 16 systematic reviews
(representing 662 quantitative studies) and 29 qualitative studies. We combined these sources of data in
a realist synthesis in which we sought to identify mechanisms of action for telehealth in LTCs. Realist
synthesis is an approach to reviewing research evidence on complex interventions in order to provide an
explanatory analysis for how and why they work (or do not work) in particular contexts or settings.261

l A survey of patients to assess relationships between patient characteristics, health needs, difficulties
with access to health care, attitudes towards and availability of various technologies and interest in
using different types of telehealth (see Chapter 3).185

l A qualitative study of the potential role of telehealth in LTCs.220 This involved interviews and
observation with patients, doctors and nurses providing primary care for patients with LTCs and health
information advisors (HIAs) who provided an existing telephone-based health coaching and care
management service for patients with LTCs such as heart failure or diabetes.156 Further details are
provided in Chapter 4.

l Comparison with other models of chronic disease management. To take account of and compare our
emerging conceptual model with existing models and frameworks, we familiarised ourselves with other
widely used models of chronic condition management, particularly (but not exclusively) those relating
to the use of telehealth. We wanted to identify common factors in these models that appeared to be
associated with improved care and benefits for patients.

l Analysis of national guidelines. To apply the model to our exemplar conditions, we identified the main
recommendations and priorities for treatment from the current UK guidelines and compared these
with guidelines from the USA and Europe. We cross-referenced these recommendations with our
meta-review to identify evidence for the effectiveness of telehealth interventions (e.g. the use of online
programmes to deliver CBT for depression; the use of home monitoring of blood pressure in patients
with hypertension).

Synthesis
We synthesised the findings from our evidence review in two stages. First, it was clear from the meta-review
and the qualitative study that engagement from both patients and professionals appeared to be key to the
success of a telehealth intervention. We therefore used a modified PRECEDE–PROCEED262 approach to
intervention development in which we used the insights from our evidence sources to map the predisposing,
enabling and reinforcing factors that determine engagement with telehealth, creating separate ‘maps’ for
patients and health professionals. Predisposing factors provide the motivation to act in some way; enabling
factors are those that make it possible to carry out the action; and reinforcing factors influence the likelihood
that one will perform the behaviour in the future, based on positive or negative feedback. Through discussion
within the research team, we listed and grouped themes from the literature reviews, qualitative research and
patient survey, cross-referenced to the sources of evidence. Next, commonalities across these three sources of
evidence were highlighted and key themes relating to engagement with telehealth were identified. These
key themes were then independently organised into predisposing, enabling and reinforcing factors by
members of the research team familiar with the PRECEDE–PROCEED262 definitions. As it is possible that the
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same information can serve first as a predisposing factor and then later as a reinforcing factor, differences in
classification, although rare, were resolved through discussion. Nonetheless, the real importance of classifying
information into these types of causal factors was to devise temporally appropriate strategies to enhance
motivators of and mitigate barriers to the target behaviour.

Second, we developed a draft model for the use of telehealth to support the management of LTCs that
encapsulated the main findings from the evidence review. We discussed the findings from the various
studies within the research team, seeking to describe hypothesised relationships between different
constructs in a schematic manner. Several different layouts and versions of the model were discussed
iteratively in meetings of the research team as we critiqued and sought to improve the model. Finally,
we convened an intensive 1-day workshop for a wide range of stakeholders (n = 38), including patients,
care providers, managers, commissioners of services, independent academics and the research team.
We presented the findings of the evidence review and the draft model to the stakeholders, who discussed
it in small groups and provided feedback. We used this to refine the final model, which we labelled the
TECH model. The term ‘chronic disease’ rather than ‘long-term condition’ was used as this is more widely
used internationally and would enhance the international applicability of the model.

Using the model to design an intervention
The research team used the TECH conceptual model to design a telehealth intervention, which we
called the Healthlines Service. In this chapter we describe the Healthlines Service model to support the
management of patients with raised CVD risk, but a similar approach was used to develop an intervention
for patients with depression. This was designed to be delivered by NHS Direct, which, at the time that the
intervention was designed, provided health information and advice throughout England based on a
network of telephone call centres and an associated website.

The intention was to design an intervention that would be likely to be cost-effective by maximising patient
benefit at minimum cost and that could feasibly be rolled out quickly on a national scale if it proved to be
effective. For these reasons, the design of the intervention sought to incorporate technologies that were
already available and approaches for which there was already some evidence of effectiveness. We avoided
cutting-edge technologies that were not already developed or tested and high-cost solutions that would
be unlikely to be widely available or deliverable to large numbers of patients. To maximise population
benefit, the aim was to focus on the large number of patients at moderate risk of health problems
(e.g. patients with hypertension and other CVD risk factors), rather than the small number of patients at
high risk (e.g. patients who have already had a stroke).

The research team used the patient and health professional ‘maps’ generated through the PRECEDE–PROCEED
method to develop strategies to promote engagement with the telehealth intervention by addressing each of
the predisposing, enabling and reinforcing factors previously identified.

The model as a framework for evaluation
The TECH conceptual model was used to provide a framework for evaluation by describing the extent to
which each element of the model was successfully delivered and the intended outcomes were achieved.
The Healthlines Service was evaluated within two pragmatic parallel RCTs and accompanying process
and economic evaluations. Details of the methods for these trials are provided in Chapter 7. In brief, we
recruited 43 general practices providing primary health care in three areas of England. Adult patients from
these practices with either (1) depression or (2) a raised risk of a first cardiovascular event (10-year risk
≥ 20%) were recruited to take part and were individually randomised to receive either usual primary care
plus extra support from the Healthlines Service or usual primary care alone.
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Results

Evidence review

Meta-review, realist synthesis, qualitative study and quantitative patient survey
Key findings from these studies are summarised in Box 3.

Existing models of long-term condition management
We identified a number of existing models for the management of LTCs, but the dominant approach is the
chronic care model (CCM). This describes a whole-system approach to transforming service delivery, with
factors operating at the levels of community, organisation, practice and patient.263 A number of studies have
suggested that programmes based on the CCM can improve health outcomes for a range of LTCs, although
it is uncertain which components of the model are most important or whether or not all are necessary.50,264,265

The CCM includes elements that relate to national aspects of the health-care system and which cannot be
addressed within a model of organisation delivered by one provider using telehealth, even in partnership with
other providers. It therefore provides a useful basis but does not in itself provide a model for the design of
telehealth interventions. Between 2003 and 2007, the Veterans Administration introduced a national home
telehealth programme, Care Coordination/Home Telehealth (CCHT),154 which was strongly influenced by the
CCM but applied the concepts more specifically to telehealth applications in a US context.

Review of national guidelines
To apply a conceptual model to a specific condition, the key health problems and care needs must be
identified. For depression, the priorities for intervention included offering psychological therapies, such as
CBT and/or antidepressant drug treatment, with the intensity of treatment tailored in relation to need,
having relapse prevention strategies, ensuring medication adherence, offering peer support, avoiding
alcohol misuse, encouraging exercise and assessing suicide risk.266,267

For raised CVD risk, international guidelines suggested that the key health problems and care needs were the
modifiable risk factors of hypertension, smoking, obesity, raised cholesterol and lack of exercise.33,172,268–270

Evidence-based priorities for intervention included optimising drug treatment to achieve blood pressure
targets, ensuring medication adherence, providing nicotine replacement therapy for smokers along with
behavioural support, providing advice about diet and exercise and referral to weight management
programmes for obesity and ensuring that statins were prescribed and taken.

Synthesis and development of the model

Figure 11 shows the final TECH model illustrating the key components, and relationships between them,
that we hypothesise will deliver cost-effective improvements in long-term disease management using
telehealth. In summary, this model proposes that interventions to promote self-management, optimisation
of treatment and care co-ordination are all essential aspects of chronic disease management that are likely
to lead to improved health outcomes, patient experience and access to care and more cost-effective
delivery of care. These benefits are more likely to be achieved if the service is delivered in an integrated
way with other health-care providers and the effectiveness of telehealth is likely to be moderated by the
extent of patient and provider engagement and also by characteristics of patients and the health-care
system. These components are described in more detail below.

Engagement of patients and primary care providers
The literature meta-review highlighted that many telehealth interventions have been unsuccessful because
of low uptake by patients and high rates of dropout. Both the patient survey and our qualitative research
illustrated the range of factors that act as motivators or barriers to patients using telehealth, summarised in
Box 4, based on our PRECEDE–PROCEED map of predisposing, enabling and reinforcing factors for patients.
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BOX 3 Key findings from the meta-review, realist synthesis, qualitative study and patient survey

Meta-review61,253

l Some evidence of improvements in clinical outcomes.
l Much of the primary research is of poor quality and limited to short-term effects.
l Evidence about impact on the wider health-care system and cost-effectiveness is sparse.
l Inconsistent findings about effectiveness and resource utilisation, with few clear patterns in terms of types

of patient, disease or technology associated with benefits.
l Many telehealth interventions for LTCs have struggled to engage both patients and HCPs, with low uptake

and high dropout rates.
l Simple technologies, especially those based on telephone support, have at least as strong an evidence base

as more sophisticated technologies, such as telemonitoring.
l Telephone support seems to enhance the benefit of web-based technology.

Realist synthesis

This suggested three key mechanisms by which telehealth worked to improve health outcomes:

1. Relationships – good connections between patients, peer groups and/or professionals provide support.

2. Fit – acceptability, ease of use and integration into everyday routines are important to both patients

and professionals.

3. Visibility – monitoring provides feedback, reinforcement and prompts to change behaviour, but can also

have negative connotations of surveillance.

Qualitative study220

l Nurses and doctors working in primary care were ambivalent about the contribution of telehealth to LTC

management because of concerns about the lack of evidence of benefit, duplication of their own work and

a threat to their role.
l There is a need to take account of how new telehealth programmes integrate with existing health

system structures.
l Patients are more likely to trust a telehealth system if it is endorsed by their usual primary care providers.
l Patients valued a personal approach based in human interaction.

Patient survey185

l There was moderately strong interest in telehealth support for LTCs across all age groups.
l There was greatest interest in telephone- and internet-based interventions and minimal interest in social

media, particularly among older patients with LTCs.
l There was little relationship between health-care need or difficulties in accessing health care and interest

in telehealth.
l The most important constructs associated with interest in telehealth were confidence in using the

technology and perceived advantages and disadvantages of telehealth.
l Interest in telehealth was not related to patient sociodemographic variables after adjusting for modifiable

factors such as access to and confidence in using the technology.

Source: adapted from Salisbury et al.250 This is an Open Access article distributed in accordance with the

terms of the Creative Commons Attribution (CC BY 4.0) license, which permits others to distribute, remix,

adapt and build upon this work, for commercial use, provided the original work is properly cited.

See: http://creativecommons.org/licenses/by/4.0/.
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FIGURE 11 The TECH model for telehealth to support patients with LTCs. Source: adapted from Salisbury et al.250

This is an Open Access article distributed in accordance with the terms of the Creative Commons Attribution
(CC BY 4.0) license, which permits others to distribute, remix, adapt and build upon this work, for commercial use,
provided the original work is properly cited. See: http://creativecommons.org/licenses/by/4.0/.

BOX 4 Predisposing, enabling and reinforcing factors to the use of telehealth by patients

Predisposing

l Attraction of having support for health problems on demand, having more time, getting greater support.
l Patients having a clear understanding of why they have been offered telehealth treatment.
l Confidence in ability to use the technology.
l Being reassured about privacy and confidentiality.

Enabling

l Good access to fast reliable internet connection.
l Technology that is simple and inexpensive, not complicated to use.

Reinforcing

l Benefits of having a regular review.
l Importance of self-monitoring, which promotes continued engagement.
l Encouraging patient activation and involvement rather than passive reminders.

Source: adapted from Salisbury et al.250 This is an Open Access article distributed in accordance with the

terms of the Creative Commons Attribution (CC BY 4.0) license, which permits others to distribute, remix,

adapt and build upon this work, for commercial use, provided the original work is properly cited.

See: http://creativecommons.org/licenses/by/4.0/.
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With regard to HCPs, our qualitative research indicated that many were unenthusiastic and, in some cases,
resistant towards telehealth interventions. Our PRECEDE–PROCEED map for professionals identified several
factors that were likely to influence engagement in telehealth. These included the belief that medicine
should be evidence based and scepticism about the evidence for telehealth (predisposing factor), concerns
about duplication of care (predisposing factor), the need for technology to be simple and reliable
(enabling factor) and the importance of clarity of roles for conventional and telehealth providers and good
communication between them (reinforcing factor).

The engagement of patients and professionals is likely to be symbiotic – doctors are unlikely to be
supportive if their patients are not interested in using telehealth and patients are less likely to be interested
if their doctors are dismissive of it. Therefore, a key priority for a telehealth intervention is to develop
strategies to maximise the likelihood that patients will want and be able to use it.

Effective long-term disease management
Management provided through telehealth must be effective, with clear evidence that it is associated with
improved patient outcomes. Our evidence synthesis and review of existing models of LTC management
suggested that strategies that contribute to effective care and which could be delivered using telehealth
can be summarised under three headings: promoting self-management, optimising treatment and care
co-ordination. The various strategies that make up each of these headings are shown in Box 5, along
with citations for specific studies or reviews that provide evidence of effectiveness for each element
(not necessarily in the field of telehealth).

Partnership
Our qualitative research highlighted that a telehealth intervention is just one aspect of the health care
provided to a patient with a LTC. These patients are likely to continue to get the majority of their
care from their family practitioner, with whom they may have had a long-term relationship and whom
they will continue to consult for reasons apart from their LTC. In addition, many patients with LTCs are
likely to be receiving help from hospital specialists and other health- and social-care agencies.

However, our evidence review suggested that many previous telehealth interventions appear to have failed
because they were designed in isolation from the rest of the health-care system, leading to duplication of
effort, lack of co-ordination between providers, inefficiency and confusion for patients. This is likely to
reinforce the resistance expressed by other health-care providers. Our qualitative research showed that
these other providers may perceive the telehealth intervention to be an unnecessary interference in their
area of responsibility, possibly representing a threat to their future role.

Therefore, it is important for a model for telehealth interventions to emphasise that telehealth should be
delivered in partnership, identifying the role that telehealth can play to support, rather than compete with,
patients’ main primary health-care providers.

Context: characteristics of patients and wider social and health system
The patient survey and the literature review both indicated that the characteristics of patients are likely to
have an impact on how telehealth affects outcomes. These include sociodemographic characteristics,
particularly age, the nature of their LTC and the severity of their condition. The design of a telehealth
intervention must also take account of the wider social and health system context.222,282 For example,
a programme designed to work within a health system context with a strong primary care foundation may
need different features from one designed for a system in which patients consult different hospital specialists
for each of their LTCs. Similarly, a system which assumes that patients have access to a fast and reliable
internet connection will not work when this does not apply. Context is not only important in designing
interventions, but also in interpreting evaluation. An intervention may have different effects in different
contexts, but this does not necessarily undermine the theoretical basis for the intervention. Therefore,
the telehealth LTCs model may be generalisable even if a specific intervention is not. Finally, different
funding models for health care create different financial incentives for providers and patients, which may
have a major influence on how telehealth systems are implemented.
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Specifying outcomes

The TECH model depicted in Figure 11 seeks to capture the four components of the model in a way that
is conceptually clear, simple and generalisable. It also proposes the improved outcomes that telehealth
interventions are intended to deliver for patients with LTCs. These are improved health outcomes, access
to care and patient experience and care provided in a way that is cost-effective. One criticism of earlier
research on telehealth interventions has been the lack of consistency in reporting outcomes54 and this
model provides a framework for the outcomes that should be assessed in future evaluations, as well as
potential mediators to gain an understanding of the mechanism of action.

BOX 5 Components of effective LTC management

Promoting self-management

l Behaviour change techniques, e.g. stimulus control, problem solving, cognitive restructuring,

goal-setting.271,272

l Self-monitoring.69,148,150

l Provide patient information.273,274

l Promote self-efficacy.275–277

l Shared decision-making.274

l Motivational interviewing.271,272

l Personal support from health professionals.45,278

Treatment optimisation

l Risk stratification with case management for complex patients.268,279

l Treatment intensification.45,151,266,268

l Use of evidence-based guidelines and protocols.45,266

l Regular review.151,268,274

l Promote medication adherence.272,274

l Share treatment recommendations with patients.147

Care co-ordination

l Interventions that include multiple reinforcing components.272,274,278

l Shared records, information and treatment recommendations between patients, primary care and the

telehealth provider.154,277

l Communication (remote and face to face) between the telehealth provider and primary care.154

l Regular monitoring of system performance.265,280

l Seek to support rather than duplicate primary care.281

Source: adapted from Salisbury et al.250 This is an Open Access article distributed in accordance with the

terms of the Creative Commons Attribution (CC BY 4.0) license, which permits others to distribute, remix,

adapt and build upon this work, for commercial use, provided the original work is properly cited.

See: http://creativecommons.org/licenses/by/4.0/.
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Using the model to develop a telehealth intervention

We used the conceptual model to develop telehealth intervention programmes to support the management
of patients with (1) depression or (2) raised CVD risk. We used the same model to design interventions that
were similar in concept but different in terms of detailed content to address each of the priority health and
care needs for these two groups of patients, based on our review of national guidelines.

Table 12 provides examples of how we devised strategies to be delivered within the Healthlines Service to
populate the conceptual model for the interventions to be used for depression and CVD risk.

TABLE 12 Use of the model to design the Healthlines telehealth interventions for patients with depression or
raised CVD risk

Model element Strategies included in the interventions

Engagement

Patient Provide a ‘Welcome Pack’. Emphasise that support with technology will be
provided

Healthlines advisors provide technical support, e.g. with getting logged in to
websites

Promote the advantages to patients of using Healthlines, based on perceived
advantages identified in qualitative research and other literature, and address
perceived disadvantages

Encourage sense of personal care through seeking to maximise continuity of
care from named Healthlines advisor

Regular positive reinforcement through monthly telephone calls from
Healthlines advisor

Encourage sense of partnership between patient, Healthlines Service and GP
through frequent communication

Health professional All communications seek to reinforce the message that the Healthlines Service
is supporting and is delivered alongside primary care

Regular communication with primary care

Messages to primary care continually emphasise evidence-based nature of
interventions and guidance

Promoting self-management

Behaviour change techniques Depression: intervention encounters support use of the Living Life to the
Full Interactive cognitive behaviour course, with additional modules relating to
alcohol consumption, encouraging exercise and preventing relapse

CVD risk: intervention adapted from the Duke self-management package,46,278

which uses scripts for advisors based on psychological principles of behaviour
change (see also p. 95–96)

In both cases, intervention is tailored to patients’ needs and goals

Self-monitoring Depression: patients using online Living Life to the Full Interactive course
regularly monitor their progress with self-assessment modules, including score
on the PHQ-9 questionnaire

CVD risk: provide patients with free blood pressure monitor and website to log
readings

Feedback CVD risk: blood pressure website gives immediate feedback and graphical
display about whether blood pressure is above or below target and next
actions

Provide patient information Healthlines advisor works with patients to identify goals and then e-mails them
links to further resources available on the internet that have been quality
assessed (e.g. diet advice, risk calculators, videos, patient forums)
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TABLE 12 Use of the model to design the Healthlines telehealth interventions for patients with depression or
raised CVD risk (continued )

Model element Strategies included in the interventions

Promote self-efficacy Using motivational interviewing approach, identify motivating factors,
encourage action plans and goal-setting

Motivational interviewing All Healthlines advisors undertake motivational interviewing training

Shared decision making Make targets (e.g. for blood pressure) explicit to patients, provide information
about advantages and disadvantages of treatments, encourage patients to
discuss options with GP, share letters to GPs with patients

Personal support from health
professionals

As far as possible, provide continuity of care from one named Healthlines
advisor rather than an anonymous ‘call centre’ approach

Peer support Patients in depression intervention are offered option to access Big White
Wall, an online forum for patients with depression

Treatment optimisation

Risk stratification Depression: assessment using PHQ-9 and advice about treatment in relation to
severity. PHQ-9 also used to assess suicide risk with use of a protocol for
escalation and more detailed risk assessment for patients at significant risk

CVD: calculate CVD risk using QRISK. Level of intervention guided by level of
risk factor with escalation to GP for patients at high risk

Treatment intensification Depression: regular monitoring of PHQ-9 score and review and intensification
of treatment if no improvement

CVD: monthly review of blood pressure using online log of blood pressure
readings; protocol-driven advice to GP to intensify treatment each month if
targets not met

Evidence-based guidelines and protocols Healthlines advisors’ scripts all based on careful review of national guidelines.
Encourage compliance with guidelines by sending GPs a simple flow chart
summary with each treatment recommendation

Regular review Healthlines advisors telephone patients monthly, based on scripts that raise
new topics each month and review progress against goals

Promote medication adherence Monthly review of medication adherence; scripts use evidence-based strategies
to improve adherence. Advice given to GPs by e-mail if patients are non-
adherent

Share recommendations with patients Patients are given online access to guidelines and treatment recommendations
sent to GPs

Care co-ordination

Multicomponent interventions Intervention combines interactive patient web portal, self-monitoring and
telephone support from health advisor

Shared records At onset, Healthlines receives information about patients from primary
care records. All treatment recommendations shared with both primary care
provider and patient

CVD: a summary of recent blood pressure records from patient web portal is
sent to GP when treatment change is recommended

Communication between the telehealth
provider and primary care

Ideally, Healthlines advisors would visit general practices to build relationships,
facilitate engagement with telehealth and resolve problems, but this was not
achieved in this trial

Regular monitoring of system
performance

Reporting module that allows monitoring of management programme
(e.g. of number of patients who have been telephoned, number actively
self-monitoring blood pressure, number participating in online CBT)

Support rather than duplicate primary
care

All communications with primary care providers and patients reiterate the
message that Healthlines is designed to support GPs in their role of managing
patients. All treatment recommendations are made to GPs and copied to
patients

continued
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Use of the TElehealth in CHronic disease model for evaluation

The TECH model proposes four main outcomes resulting from telehealth interventions for long-term
disease, the first of which is improved health outcomes. For depression, the primary outcome was a
clinically significant improvement in depression. For the CVD trial, the primary outcome was CVD risk
status 12 months following randomisation. Secondary outcomes for both trials included health-related
quality of life, measures of access to health care and patient satisfaction with care. An economic analysis
assessed cost-effectiveness over the 12 months of the trial and, for the CVD risk trial, modelled the
long-term costs and benefits of the intervention after taking into account the predicted number of strokes
and heart attacks over the next 10 years.283

Alongside the RCT, a process evaluation explored the extent to which the intervention was delivered as
intended and whether or not it led to the expected changes at each step of the causal chain hypothesised
by the conceptual model. It assessed patient characteristics and health service context, patient and primary
care engagement, patient self-management, treatment optimisation, care co-ordination and partnership
with other health-care providers, as well as the primary and secondary outcomes described above. These
were assessed using validated measures when possible. Qualitative research through interviews with
patients, primary care health professionals and Healthlines information advisors were conducted to
understand in greater detail how the service was delivered, barriers to and facilitators of implementation
and how and why the intervention did or did not appear to be effective from the perspectives of those
delivering and receiving it.

TABLE 12 Use of the model to design the Healthlines telehealth interventions for patients with depression or
raised CVD risk (continued )

Model element Strategies included in the interventions

Partnership

All communications are shared. Communication is two way: GPs can contact
Healthlines, e.g. to change a patient’s blood pressure target

GPs and service managers involved in designing the Healthlines intervention

Context

The nature and intensity of the intervention is tailored to the nature and
severity of the patient’s health condition

Patients are invited to participate only if they are above a specified severity
threshold

Recognise that, in the NHS, patients have an enduring relationship with their
GP, which reinforces the importance of supporting rather than duplicating or
undermining that role

Not all patients have access to a reliable internet connection so this
intervention is likely to be relevant only to a proportion of those in need.
Provide technical support to help patients, e.g. to log in to the web portal.
In evaluation, it is important to describe the characteristics of patients who
take part

PHQ-9, Patient Health Questionnaire-9 items.
Source: adapted from Salisbury et al.250 This is an Open Access article distributed in accordance with the terms of the
Creative Commons Attribution (CC BY 4.0) license, which permits others to distribute, remix, adapt and build upon this
work, for commercial use, provided the original work is properly cited. See: http://creativecommons.org/licenses/by/4.0/.
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Discussion

Principal findings
This chapter describes the development of the TECH conceptual model for the effective use of telehealth
among patients with LTCs and illustrates how it has been used to develop telehealth interventions for
patients with either depression or raised risk of CVD, as well as design the evaluation of those interventions.
If these evaluations in different LTCs are positive, this will provide support for the model with regard to how
this type of telehealth intervention works, suggesting that it can then be applied to other LTCs.

Alternatively, if the intervention is unsuccessful, it will be possible to assess each of the processes in the
hypothesised causal chain to determine if the intervention was not delivered as intended or if the assumed
causal relationships were incorrect. For example, the model posits that one way in which telehealth works
is by allowing people to monitor their own health, which will lead to changes in their behaviour and a
positive impact on their health. Having a model highlights the need to assess the extent to which
participants actually did self-monitor as intended, whether or not this was associated with behaviour
change and whether or not this led to improved health outcomes. This kind of approach provides a
framework for correction and adaptation of an intervention through understanding which intervention
components are more or less effective at impacting proximal outcomes in the causal chain.284

Strengths and limitations
The strength of this research is that we have used diverse sources of evidence to develop a conceptual
model that creates a framework for intervention development and evaluation. The model suggests that,
if patients engage with the intervention, and if the intervention promotes self-management that leads to
behaviour change, along with optimised treatment in line with evidence-based guidelines, this will lead to
improved health both now and in the future. Better co-ordination of services will reduce duplication and
inefficiency, which may lead to more cost-effective care and may improve access to care. Each of the
components of the model can be justified from our own research and evidence from previous literature.

Although it is arguable that the TECH model could be applicable not only to telehealth but also to all
long-term disease management programmes, the model draws attention to topics that are particularly
important for telehealth (such as the need for partnership with primary care providers and attention to
patient engagement) but which have been neglected in many previous telehealth interventions.

Recognising that the simplest models have the greatest utility, we sought to provide a simple graphical
depiction of the hypothesised causal chain in a successful telehealth intervention. However, we recognise
that the model diagram oversimplifies the multiple potential mechanisms by which a telehealth intervention
may have its effect. There are likely to be associations and interactions between different elements of the
model and both recognised and unrecognised confounding factors. However, to indicate all of these
potential relationships in the model would, in our view, reduce its usefulness in providing a framework.

A further limitation is that the strength of underlying evidence to support each of the components of the
model is variable. For example, evidence of the benefit of patient self-monitoring is strong for some LTCs
but not all and, although providing patient information and shared decision making are viewed as important
aspects of LTC management in the CCM and other similar models, the evidence that these strategies lead
to improved patient outcomes is limited. Nevertheless, we have sought to include components in the model
for which the overall weight of evidence supports their value.

Relationship to previous studies
There are several existing models of behaviour change based on psychological theory that have been
applied to, or are relevant to, telehealth.205,258,259 However, behaviour change is only one aspect of the TECH
model and this is not its main purpose. The TECH model is intended to provide a framework for the design
and evaluation of telehealth services at scale within health-care systems, taking into account a much wider
range of factors, such as the potential efficiencies gained through better co-ordination of services.
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Several previous authors have argued for the importance of theory in designing telehealth interventions
from a range of perspectives255,280,285 and there are also existing frameworks for the assessment
(rather than the design) of telehealth for chronic conditions, such as the model for assessment of
telemedicine (MAST).286

The intervention that is most relevant to our study and well described in terms of its underlying theoretical
basis is the Comprehensive Health Enhancement Support System (CHESS), an umbrella term for several
e-health programmes combining information, adherence strategies, decision-making tools and support
services.287 Pingree et al.284 used the example of CHESS to demonstrate how telehealth interventions are
likely to be multifaceted and to depend on a complex interplay between patients, clinicians and the
health-care system. Like the Healthlines intervention described here, CHESS was developed by combining
several intervention features, each of which had some theoretical justification. However, CHESS was
developed without any clear theory about how the programme features related to each other284 and the
TECH model underpinning the Healthlines intervention is intended to address this limitation.

Catwell and Sheikh280 claimed that a telehealth programme should be viewed as an intervention in the same
way as a new drug and that it should be evaluated in a similar way, while recognising the complexities of
achieving this. Baker et al.285 have highlighted the challenges of evaluating e-health because of the rapid
state of change, but emphasise the need to focus on timeless universal principles and to develop models to
elucidate treatment mechanisms. Kaplan255 has argued that the evaluation of telehealth interventions
requires methodological pluralism to understand the range of social and organisational factors that
determine how telehealth is implemented, used and has effects.

Greenhalgh et al.288 have taken a more radical stance and argued against the quasi-experimental approach
advocated by previous authors in favour of in-depth case studies, viewing programme evaluation not as
experimentation but as social practice. They claim that there is a need to recognise the complex political
dynamics and language games practised by different stakeholders and to question rationalist assumptions
about ‘what works’. We need to ‘transcend . . . the linear and deterministic metaphors (“research into
practice”) implying that the core task is determining what works, after which implementing an eHealth
technology will be a straightforward exercise in project management’ (p. 558).288

We recognise the importance of these political considerations in terms of how telehealth programmes are
implemented and evaluated and in terms of how the findings from such evaluations are sometimes
interpreted to fulfil a previous agenda. However, this does not undermine the need to develop interventions
based on a understanding of how and in what ways telehealth programmes might be effective; indeed,
a clear theoretical basis for interventions and clarity about intended outcomes might provide the most
robust defence against selective use of findings and may allow a more nuanced understanding about why
interventions are more or less effective in different contexts.

Implications for clinicians and policy makers
This chapter describes a clear conceptual model, based on several sources of evidence, that helps to
articulate the theoretical basis for how, why and under what circumstances telehealth could provide
specified benefits for patients with LTCs. Because it is based on evidence-based components and the views
of stakeholders, the TECH model provides the basis for the design of telehealth interventions that are likely
to be effective, cost-effective and acceptable to patients and health-care providers. Importantly, it also
provides a framework for the evaluation of these interventions.
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Chapter 6 The Healthlines Service: description of
the telehealth intervention

The material in this chapter was adapted from Thomas CL, Man MS, O’Cathain A, Hollinghurst S, Large S,
Edwards L, et al. Effectiveness and cost-effectiveness of a telehealth intervention to support the

management of long-term conditions: study protocol for two linked randomized controlled trials. Trials
2014;15:36.283 Copyright © Thomas et al.; licensee BioMed Central Ltd. 2014. This article is published
under license to BioMed Central Ltd. This is an open access article distributed under the terms of the
Creative Commons Attribution License (http://creativecommons.org/licenses/by/2.0), which permits
unrestricted use, distribution, and reproduction in any medium, provided the original work is properly cited.

The software developed to support the Healthlines Service is freely available to developers who wish to use
it for the benefit of future patients under a GNU General Public License version 3 from the following open
access repository: https://github.com/Healthlines/Healthlines-Applications (accessed 27 September 2016).

Overview

One issue with previous telehealth trials is that they largely lack a theoretical underpinning. Our aim was to
utilise the TECH model that we developed to design a telehealth intervention, the Healthlines Service,
for patients with LTCs. We therefore drew on the conceptual components of the TECH model, such as
self-management and treatment optimisation, when developing the content and features of the Healthlines
Service. Fundamentally, the intervention consisted of tailored telephone support and advice, as well as
access to online resources, such as computerised CBT and graphical display of home blood pressure
readings. This chapter outlines the development, content and mode of operation of the Healthlines Service.

Intervention overview

In Chapter 7 we describe the two linked parallel-arm RCTs in more detail. However, before describing
the intervention, it is important to note that the trials involved two distinct patient groups: those with
depression and those with raised risk of CVD. For this reason, the content of the intervention varied across
the two trials, although the theoretical basis for the intervention and the intervention staff were common
to both. Hereafter, these trials are referred to as the ‘depression trial’ and the ‘CVD risk trial’.

The Healthlines Service is the name given to the intervention in the depression and CVD risk trials. The core
of the intervention was telephone support and advice delivered by NHS Direct HIAs through a series of
scripted telephone encounters. Each telephone encounter could consist of a number of individual modules,
which were condition-relevant health topics for discussion with the participant (e.g. taking up exercise).
The intervention also consisted of access to a secure web portal where participants could enter clinical data
(blood pressure readings for CVD risk), monitor their health condition, access health information, online
apps and resources and request a call back from intervention staff, review previous summary letters sent
to their own GP and update their personal details (e.g. address and telephone number). At prespecified
points throughout the module scripts, letters were triggered and populated with summary clinical data
[e.g. latest Patient Health Questionnaire-9 items (PHQ-9) score,289 average blood pressure readings] or
advice about conducting a medication review with the participant (e.g. because of patient-reported side
effects, uncontrolled blood pressure). These letters were e-mailed to the participants’ usual GP to keep
them up to date with their patients’ health and well-being, as well as their patients’ progress through
the intervention.
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Development of the intervention

The content of the intervention was developed to reflect the conceptual TECH model (see Figure 11).
The TECH model highlights the need to promote self-management (including using established approaches
such as goal-setting, self-monitoring, information sharing, decision making, relapse prevention and regular
review), optimisation of treatment (particularly titration of medications following protocols), co-ordination
of care between providers and methods designed to enhance the engagement of patients and GPs.
Additionally, appropriate and evidence-based priorities for the intervention were also identified by reviewing
UK treatment guidelines for depression266,267 and CVD risk factors33,172,268–270 and relevant research literature,
including Cochrane reviews. Furthermore, we compared our findings about important components of the
intervention model with those of other related models such as the CCM.263

In addition to reviewing the literature described above, development of the Healthlines Service also
incorporated the findings of a usability and acceptability study conducted by NHS Direct. The overall aim
of that substudy was to explore the utility, usability and acceptability of the proposed services for people
with depression and raised CVD risk. Three deliberative panels including 11 patients were convened
and 10 in-depth interviews were conducted with patients with either depression or raised CVD risk.
The patients were recruited from one GP practice in the Southampton area. The study explored patient
perspectives about the usefulness, benefits and drawbacks of the intervention and how the Healthlines
Service could be used by patients to achieve specified goals within the context of its specified purpose.
Accessibility issues related to the service were also discussed to help the research team understand
potential barriers to using the service.

Content of the intervention

As mentioned above, the intervention was designed to address each of the components of the TECH
model, with the particular types of help offered to each participant tailored to their health needs and
preferences. The core of the intervention consisted of regular telephone calls from a NHS Direct HIA,
who supported the participant in setting and addressing their health goals by using advice derived from
computerised protocols and support scripts (see Appendices 7 and 8). These scripts frequently directed the
participant to relevant online resources, including health and well-being information from reliable sources
[particularly NHS Choices – see www.nhs.uk/Pages/HomePage.aspx (accessed 12 September 2016)],
interactive programmes such as computerised CBT and relevant apps and widgets (e.g. for help with giving
up smoking). Having identified a relevant resource, the HIA e-mailed the participant a link to the relevant
website or resource or sent him or her the information by post. The HIAs also reviewed the participants’
progress with regard to each goal during subsequent telephone calls, in an effort to enhance their
motivation.

Additionally, the intervention included access to an individualised password-protected page of the
Healthlines Service web portal (see Appendix 9). This portal provided more information about the service,
including a downloadable ‘Welcome Pack’ (see Appendix 10). The ‘Welcome Pack’ was designed to
enhance patient engagement with the intervention and HIAs and so included details about the service and
addressed participant expectations (benefits, drawbacks, hours of operation, security and confidentiality
concerns); it also included information on the background of the HIAs and provided colour photographs of
the HIAs (removed from Appendix 10 for anonymity). The web portal provided information about the
participants’ health condition (depression or CVD risk) and contained links to other resources and relevant
organisations [e.g. Mind for depression – see www.mind.org.uk/ (accessed 12 September 2016); British
Heart Foundation for CVD risk – see www.bhf.org.uk/ (accessed 12 September 2016)]. As described in
more detail below, the web portal also enabled CVD risk participants with raised blood pressure to record
and display their blood pressure readings graphically over time, while all participants were able to request
a telephone call from a HIA via the web portal.
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In both the depression and the CVD risk trials, an initial telephone assessment was conducted with
participants to provide further information about the Healthlines Service and the treatment options
available. Relevant medical history and medication use were also recorded at this time. The next scheduled
telephone appointment was then arranged and a report was sent to each participant’s GP to notify them
of their patient’s participation in the service.

Depression trial
In the depression trial, the key resource that participants were offered was access to the Living Life to the
Full Interactive (LLTTFi) programme, supported by regular telephone contact. LLTTFi is an online interactive
multimedia programme that delivers CBT-based treatment for depression (or comorbid depression and
anxiety; see Appendix 11). It was developed by Professor Chris Williams of the University of Glasgow,
UK.290,291 It involves six self-directed sessions, completed approximately every 2 weeks. The programme was
offered to Healthlines participants either as an online interactive programme provided by Media Innovations
Ltd [see www.llttfi.com/ (accessed 27 September 2016)] or, for those who preferred it, by giving them the
corresponding Overcoming Depression and Low Mood: a Five Areas Approach workbook to use at home.292

As part of the CBT package, participants completed the PHQ-9 (a nine-item questionnaire that assesses
depression severity and response to treatment)289 at the start of the programme, midway through and then
after the final session. This provided clinical data to monitor participants’ well-being, track progress through
the CBT programme and assess whether or not participants were experiencing suicidal ideation. Moreover,
these PHQ-9 scores were shared with the participants’ GPs, to keep GPs updated about their patients’
progress and health (see Appendix 12).

It is important to note that the intervention was not solely an online CBT programme, but also included
a number of other intervention components in line with the TECH model. First, the self-directed CBT
package was crucially supplemented with telephone support, which included motivational interviewing.
Our research in the first phase of this research programme (see Chapters 2 and 4) indicated that online
CBT alone would be less effective, less engaging and less valued by patients with depression if it did not
also contain supportive, human contact. Therefore, the core of the depression intervention was regular
telephone calls from a HIA, which were designed to motivate and support participants in making use of
the mainly online resources and materials. Participants with depression received seven telephone calls at
approximately fortnightly intervals over the course of 4 months and then two further contacts were made
once every 3 months over the course of 6 months (see Appendix 13). Although the length of the calls and
the topics discussed varied somewhat across the encounters, they each lasted around 15–20 minutes,
with a mean duration of 18.5 minutes. The telephone scripts used during each contact were written by the
NHS Direct Clinical Content Team and Professor Chris Salisbury and incorporated protocols for providing
support to participants in using and applying LLTTFi or the book equivalent. In addition, they included
modules covering monitoring of depression symptoms, optimising and stepping up treatment in cases of
inadequate response, medication adherence, exercise and alcohol use (see Appendix 13).

Participants in the depression trial had access to the Healthlines web portal. Other than information about
depression and links to support services, organisations and trusted online information resources, the web
portal also included a link to the LLTTFi programme. Another resource offered through the web portal was
Big White Wall (BWW) [see www.bigwhitewall.com (accessed 12 September 2016)]. BWW is a UK-based
digital mental health network that is equipped with a 24/7 clinically moderated online forum involving
other BWW members, a facility for posting ‘bricks’ on the wall (a form of creative self-expression using
graphics or text displayed within a rectangular brick shape), information resources and several validated
self-assessment tools [e.g. Generalised Anxiety Disorder-7 items (GAD-7)293 and PHQ-9289] that track scores
and offer more information and pragmatic advice (see Appendix 14).

Cardiovascular disease risk trial
In the CVD risk trial, the software and telephone scripts were adapted from effective interventions
developed by Professor Hayden Bosworth and colleagues at Duke University (Durham, NC, USA).294,295

The content of these scripts was based on recognised behaviour change principles such as stimulus control,
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problem solving, cognitive restructuring and goal-setting.271,272 The content and language of the original
interventions were modified when appropriate to make them consistent with UK treatment guidelines and
the NHS environment and to incorporate additional components written by the NHS Direct Clinical Content
Team and Professor Chris Salisbury. The software guided the delivery of a series of modules during 12
telephone contacts approximately 4 weeks apart over a 12-month period, with each call lasting around
18 minutes. The modules covered a wide variety of topics associated with the management of raised CVD
risk. The software was designed so that the intervention staff covered topics that were relevant to the
participants during each telephone contact and the content of later encounters reflected the topics that
were covered in earlier calls (see Appendix 15). Each telephone encounter included discussion of several
topics (modules within the software) and some modules were covered repeatedly (e.g. weight loss was
revised regularly in people trying to lose weight). The modules provided were:

l knowledge about cardiovascular risk and healthy lifestyles
l medication and side effects review
l blood pressure medication optimisation
l home blood pressure monitoring
l statin medication review
l support for medication adherence
l smoking and nicotine replacement therapy
l diet
l weight loss and orlistat use
l alcohol use
l exercise.

The complete set of modules was not necessarily discussed with each participant. The intervention was
tailored to each participant, such that the total number of modules covered partly depended on the
particular CVD modifiable risk factors (high blood pressure, obesity or currently smoking) that a participant
had, as well as the particular lifestyle changes the participant was interested in working on with his or her
HIA. As will be covered in more detail in Chapter 7, and among other criteria, CVD risk participants were
required to have one or more of these modifiable risk factors to be eligible to join the CVD risk trial.
Therefore, if a participant did not smoke or was not obese, the smoking module or weight loss module,
respectively, would not apply and would be skipped. Likewise, if a participant smoked but clearly indicated
that he or she was not ready or willing to give up smoking, the HIA would not cover the smoking module.
In that case, the HIA would not persist with the issue at that time, but return to it gently at a later date to
see if the participant was now ready to contemplate quitting smoking. The rationale was that participants
were likely to be at different stages of readiness to change,296 but through participating in the Healthlines
Service – a lifestyle and behaviour change telehealth intervention with motivational interviewing – and
developing rapport with their HIA, they might move into a state of readiness over time.

A key aspect of the CVD risk intervention was support for home blood pressure monitoring. Participants
with a systolic blood pressure of ≥ 140 mmHg who did not have atrial fibrillation were offered an OMRON
M3 home blood pressure monitor (OMRON Healthcare UK Ltd, Milton Keynes, UK) to take home and use
for the duration of the 12-month study, if they wished to do so. This device is a basic arm cuff monitor,
validated for home use by the European Society of Hypertension International Protocol.297 Participants were
given instructions on how and when to record their blood pressure and how to enter their readings on the
Healthlines web portal. Participants were requested to take blood pressure readings twice daily for the first
week and weekly thereafter. The web portal calculated average readings over the previous 6 days initially
(if the participant had entered at least four readings) and then over the previous 6 weeks thereafter.
After entering a set of readings, participants were automatically advised by the web portal on whether or
not their blood pressure was above their target, when to take their blood pressure again and what to do if
their blood pressure was too high or too low. Target blood pressure was based on UK NICE guidelines,268

but there was the option for a patient’s GP to modify the target if desired. The target blood pressure levels
for different groups of participants were as follows: < 135/85 mmHg for participants aged < 80 years and
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without diabetes, < 125/75 mmHg for participants with type 1 diabetes (or for those with chronic kidney
disease and type 1 or 2 diabetes) and < 135/75 mmHg for participants with type 2 diabetes. Regardless,
the HIA reviewed each participant’s blood pressure readings during each monthly call. If the readings
were above target, the HIA advised the participant to see his or her GP and also e-mailed the GP a letter
asking the GP to review the participant’s treatment (see Appendix 16). Reinforcing the evidence-based
nature of the intervention, the letter to the GP included a copy of the relevant NICE guidelines268 about
recommended steps for intensifying treatment. A copy of this letter was available to the participant via the
web portal.

Additional theoretical components incorporated into the intervention
In addition to the regular telephone calls and support for using resources available online, the intervention
incorporated several other features designed to address components of the underlying theoretical model.
For example, one recognised problem with previous telehealth interventions is low patient engagement
and so intervention mapping was used to identify features that would act as barriers to or facilitators of
patient engagement (see Chapter 5, Engagement of patients and primary care providers). As a result,
the intervention was designed to address perceived barriers and highlight factors that would facilitate and
reinforce engagement. One factor discovered during the developmental work that could enhance patient
engagement was the importance of receiving consistent support from a named person, rather than from
an impersonal call centre. Therefore, participants were offered follow-up calls from the same HIA as much
as possible, knew the name of their HIA and had access to colour photographs of the individual HIAs.

Previous telehealth interventions have also had problems related to engagement of primary care
clinicians.220 The present research aimed to address this problem by framing the intervention as evidence
based and complementary to primary care and by working with primary care clinicians, rather than
duplicating their efforts or competing with them. Accordingly, letters were regularly e-mailed to the GPs
about each participant’s progress during the course of the intervention, such as PHQ-9 scores (depression)
or average monthly blood pressure readings (CVD risk). Letters making recommendations about treatment
were also shared with participants via the web portal, which further reinforced participant engagement
and could make it more likely that recommendations were acted on. Another problem with participant
engagement experienced in other telehealth interventions has been lack of ability to use the software.
Accordingly, the HIAs spent time in initial encounters helping participants to log in to the Healthlines portal
and to gain confidence in using the software.

Intervention staff
As already mentioned, the Healthlines intervention was delivered by a team of NHS Direct HIAs. These staff
were existing NHS Direct employees based within an existing NHS Direct call centre in Nottingham, UK.
All of the HIAs had a minimum of a diploma-level qualification or equivalent experience in a health-care or
social-care setting. They were also experienced with working for NHS Direct as HIAs, providing expert
health and medication information. It is important to note that the HIAs were not nurses.

The HIAs received 3 weeks of training prior to delivering the Healthlines intervention. This training included
classroom sessions, hands-on training and side-by-side call reviews with expert training staff. In addition,
it covered health coaching skills, training on how to introduce and support the online or workbook CBT
package for depression (delivered by Professor Chris Williams, who developed the CBT package) and how
to use the CVD risk intervention software, as well as condition-specific knowledge and medicines training,
with this being delivered by expert pharmacists. Therefore, the same HIAs were trained to deliver both the
depression and the CVD risk content and they had access to clinical advice and management support as
required throughout. Staff performance was also monitored using a rigorous call review process.

Initially, the intervention team consisted of six HIAs (two male, four female). However, about 6 months after
implementing the Healthlines Service, which was an intensive period of participant recruitment, an
additional six HIAs (one male, five female) were trained to deliver the intervention and allocated to the
service. At this time, the service was operating under a ‘blended’ delivery model whereby the HIAs partly
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worked on the Healthlines Service and partly retained their role as call handlers within NHS Direct. With
12 HIAs on board who all worked part-time, it became challenging for one HIA to regularly maintain contact
with the same participants throughout. Therefore, the decision was made to switch to a more ‘dedicated’
model whereby the intervention team was reduced to four HIAs (all female) who worked solely on the
Healthlines Service and maintained regular contact with the same participants as much as possible. This
change was fully implemented by August 2013, approximately 1 year after the service was first deployed.

Hours and mode of operation
To improve accessibility of care to participants, the Healthlines Service was available for extended hours:
Monday to Friday from 1000 to 2000 and on Saturday from 1000 to 1400. At the outset, the service
provided an initial assessment with participants, which was then followed by regular telephone contacts at
prearranged appointment times that were convenient for the participants. When possible, all contacts with
an individual participant were made by the same staff member to promote continuity of care and build
rapport. The work of intervention staff was supported by computer software, which was used to guide the
content of the telephone calls and create a record of what was discussed. In addition, participants were
able to request a call back between their scheduled appointments via the intervention website or by
leaving a telephone voicemail message.

To address early problems with participants forgetting their prearranged appointment with their HIA,
automatic e-mail reminders were introduced and proved successful. Nevertheless, if a participant did not
answer the HIA’s scheduled call, the HIA would reattempt telephone contact on six more occasions. This
was later reduced to a more manageable three telephone attempts, followed by an e-mail requesting that
the participant re-establish contact with the Healthlines Service if he or she wished. If the participant did not
contact the service within approximately the next month after being sent this e-mail request, he or she was
considered no longer interested in receiving support and classified as having discontinued the intervention.

Intervention completion
As detailed above, participants could remain in receipt of the intervention for up to 12 months. The final
participant contact included a review of progress, information about other ongoing sources of support and
creation of a final summary to be sent to their GP. On completion of the intervention, participants returned
to the sole care of their GP. This transition was clearly communicated to both the participants and their GPs.

Closure of NHS Direct and transfer of the Healthlines Service to Solent
NHS Trust
In October 2013, the government announced its intention to close NHS Direct on 31 March 2014. Following
this announcement, negotiations were initiated between NHS Direct and Solent NHS Trust regarding the
transfer of the study. Solent NHS Trust was the most suitable potential host because it was near to the NHS
Direct site in Southampton where most of the NHS Direct staff involved in managing the research were
based. Although the transfer of the research side of the study was agreed quite quickly, it was more difficult
to finalise the transfer of the intervention to Solent NHS Trust. The complicating factors were the transfer of
four intervention delivery staff (based in Nottingham) and a manager (based in Southampton), as well as
making arrangements for ongoing clinical supervision, support for the IT infrastructure used to deliver the
intervention and ensuring that contracts and finances were quickly organised. Further, as the building that
the HIAs worked out of was no longer available with the closure of NHS Direct, the HIAs agreed to work
from home for the remainder of the intervention period. Therefore, laptops had to be configured and
mobile phones arranged, at the same time as transferring the IT platform from NHS Direct to NHS Solent
Trust’s network. To allow for this IT work to be carried out and tested, it was necessary to institute a
temporary break in intervention delivery between 1 April and 6 May 2014. Further details around the
transfer of the service to Solent NHS Trust, as well as the impact on the intervention delivery schedule and
participants, are described in Chapter 7 (see Transfer of the service from NHS Direct to Solent NHS Trust
and Impact on intervention encounters).
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Chapter 7 Randomised controlled trial methods

The material in the section Depression and cardiovascular disease risk trial methods was adapted
from Thomas CL, Man MS, O’Cathain A, Hollinghurst S, Large S, Edwards L, et al. Effectiveness

and cost-effectiveness of a telehealth intervention to support the management of long-term conditions:
study protocol for two linked randomized controlled trials. Trials 2014;15:36.283 Copyright © Thomas et al.;
licensee BioMed Central Ltd. 2014. This article is published under license to BioMed Central Ltd. This
is an open access article distributed under the terms of the Creative Commons Attribution License
(http://creativecommons.org/licenses/by/2.0), which permits unrestricted use, distribution, and reproduction
in any medium, provided the original work is properly cited.

Overview

In the final phase of this research programme, we carried out two RCTs as well as an economic evaluation
and an embedded qualitative study to explore the acceptability of the intervention (process evaluation).
In this chapter, we begin by describing the trial methods, followed by the methods employed in the
economic analysis and process evaluation.

Depression and cardiovascular disease risk trial methods

The Healthlines study is registered with the International Standard Randomised Controlled Trial Number
registry [depression trial: ISRCTN14172341 (registered 26 June 2012); CVD risk trial: ISRCTN27508731
(registered 5 July 2012)].

Outline of the trial design
This phase of the programme involved two linked, multicentre, parallel-group, two-arm randomised
superiority trials, with individual participants allocated on a 1 : 1 basis. The trials involved two different
patient groups: those with depression and those with a raised CVD risk. The study infrastructure, including
participating general practices, research staff and intervention staff, and the underlying theoretical basis
for the intervention were common across both trials. However, the specific content of the intervention
packages, data analysis and reporting were distinct. Once again, we refer to these trials as the depression
trial and the CVD risk trial.

Figure 12 provides a flow chart summarising participant recruitment and follow-up procedures for each of
the trials. The first two general practices recruited into the study formed part of a run-in phase, during which
study procedures were tested and refined before patients were recruited from the remaining practices.

Aim and objectives of the trials
The aim of the trials was to determine the clinical effectiveness and cost-effectiveness of a NHS-delivered
telehealth intervention to support patients with two exemplar LTCs: depression and raised CVD risk.
Specifically, the study addressed the following research questions:

1. Does the intervention, in addition to usual primary care, improve condition-specific clinical outcomes
compared with usual care alone?

2. Does the intervention have any effect on other patient outcomes, including quality of life and
satisfaction with care?

3. What is the cost-effectiveness of the intervention in each condition?
4. What is the acceptability of and compliance with the intervention and what are the facilitators of and

barriers to its delivery?

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

99

http://creativecommons.org/licenses/by/2.0


Settings
Forty-three general practices in the environs of Bristol (n = 20), Sheffield (n = 17) and Southampton (n = 6)
took part in the study. Because we reached and surpassed our recruitment target for the CVD risk trial
before invitations were sent to patients in the last practice (in the Southampton area), we invited patients
to take part only in the depression trial in that practice and only 42 general practices were involved in the
CVD risk trial. The 43 general practices taking part in the trials were recruited to represent a mix of
sociodemographic characteristics, including urban and rural patient populations. Two practices participated
in the run-in phase and the remainder were involved in the main trials. The two practices in the run-in
phase were treated as an internal pilot and their patients were included in the main trial analysis as there
were no changes in procedures between the run-in and the main trial phases.

GP recruitment and database search

Depression trial

Patient invitation mailing including PHQ-9 screening

Assessed for eligibility: CIS-R by telephone

Postal/online consent and baseline questionnaire

Randomisation

4-month follow-up: postal/online questionnaire

Usual GP
care

Healthlines DEP
intervention

8-month follow-up: postal/online questionnaire

12-month follow-up: postal/online questionnaire

GP recruitment and database search

CVD risk trial

Patient invitation mailing

Assessed for eligibility: CVD risk assessment

Postal/online consent and baseline questionnaire

Randomisation

6-month follow-up: postal/online questionnaire
+ CVD risk assessment

Usual GP
care

Healthlines CVD
intervention

12-month follow-up: postal/online questionnaire
+ CVD risk assessment

FIGURE 12 Flow chart of participant recruitment procedures. CIS-R, Clinical Interview Schedule – Revised;
DEP, depression. Source: Adapted from Thomas et al.283 © Thomas et al.; licensee BioMed Central Ltd. 2014.
This article is published under license to BioMed Central Ltd. This is an open access article distributed under the
terms of the Creative Commons Attribution License (http://creativecommons.org/licenses/by/2.0), which permits
unrestricted use, distribution, and reproduction in any medium, provided the original work is properly cited.
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Inclusion criteria
In both trials participants were required to have access to a telephone (landline or mobile), access to the
internet and an e-mail address for personal use. It was not necessary for participants to have the internet
in their own home but they had to have easy and available access to it. Therefore, it was permissible for
participants to use the internet in a public place, such as the library or an internet café, or to use it at a
friend’s or family member’s house, should they agree to this.

Additional inclusion criteria for the depression trial were:

l aged ≥ 18 years on the date of invitation to participate
l confirmed diagnosis of depression using the Clinical Interview Schedule – Revised (CIS-R) scale298

l PHQ-9 score of ≥ 10.289

Additional inclusion criteria for the CVD risk trial were:

l aged between 40 and 74 years on the date of invitation to participate (the age range for which CVD
risk scores have been validated and the same age range used for the NHS Health Checks vascular
screening programme)

l 10-year risk of a cardiovascular event of ≥ 20%, calculated using the QRISK2 score195

l at least one of the following modifiable risk factors: (1) current systolic blood pressure ≥ 140 mmHg
(and suitability for home blood pressure monitoring, if this was the patient’s only modifiable risk
factor); (2) BMI ≥ 30 kg/m2; and (3) currently smoking.

Patients who met the inclusion criteria for both the depression and the CVD risk trials were invited to take
part in the depression trial only. Satisfying all inclusion criteria was essential to meet eligibility for the study.

Exclusion criteria
Exclusion criteria applying to both trials were:

l bipolar disorder
l psychotic illness
l dementia or substantial cognitive impairment
l severe learning disability
l substance dependency (including alcohol)
l receiving palliative care
l significant suicide risk
l GP’s determination that participation would cause distress (e.g. because of recent bereavement)
l inability to communicate verbally in English sufficiently to receive telephone-based support delivered in

English; patients who could communicate verbally in English but who were unable to read English were
deemed eligible if they had a family member or friend who was willing and able to translate written
materials, such as information sheets, consent forms and online material, for them.

Additional exclusion criteria for the depression trial were:

l currently receiving case management from a specialist mental health worker
l currently receiving face-to-face, telephone or computerised CBT or similar psychotherapy
l given birth in the previous 12 months.

Patients were excluded from the study if any of the exclusion criteria were met.
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Additional exclusion criteria for the CVD risk trial were:

l established diagnosis of CVD, defined as history of heart attack, angina, heart failure, stroke or
transient ischaemic attack (TIA)

l currently pregnant or planning to become pregnant within the next 12 months
l patients who will be invited to participate in the NHS Health Checks Programme during the period of

the trial (only relevant in the Bristol recruitment area, in which the local PCT requested this)
l patients with atrial fibrillation for whom high blood pressure was their only modifiable risk factor, as

these patients were not suitable for home blood pressure monitoring.

Recruitment procedures

Initial identification and sampling
In the depression trial, potentially eligible patients were identified using two methods: query-based
patient records search and direct HCP referral. Based on codes within general practice patient records,
the computerised search included patients who had consulted the doctor for depression, low mood or
other similar symptoms and/or who had been prescribed antidepressants within the previous 2 months. We
accepted that this search strategy meant that some patients who were taking antidepressants for symptoms
other than depression would be invited, but it was necessary to have a sensitive strategy because of the
difficulty in identifying patients with depression from codes in the records. However, as GPs were asked to
review the patient lists ahead of invitation, and because the study material clearly indicated that the study
was recruiting patients with depression, we expected that most of the non-depressed patients taking
antidepressants would be screened out in this way. The search also excluded individuals with any of the
study exclusion criteria as far as possible, based on coded information within their medical records.

In the case of direct HCP referrals, the GP or other HCP identified potentially eligible participants during
consultations. The GP or other HCP briefly described the study and provided the patient with an invitation
letter and the participant information sheet. If the patient was interested in taking part, the GP or other
HCP then completed a referral checklist and, with the patient’s permission, passed the patient’s contact
details on to the local research team.

In the CVD risk trial, potentially eligible individuals were also identified using a computerised search of
general practice patient records. Patients whose records suggested that they had a raised CVD risk and at
least one modifiable risk factor were selected. For the purposes of initial sample selection, raised CVD risk
was defined as a QRISK2 10-year risk score of ≥ 18, which was calculated from risk factor information
(e.g. age, latest blood pressure reading, BMI) extracted from patients’ records.299,300 Thus, the initial
invitation recruitment threshold QRISK2 score of ≥ 18 was slightly lower than the trial recruitment
threshold of 20. The rationale was that the initial QRISK2 scores obtained from screening medical records
were often based on old, routinely entered data on variables such as weight and blood pressure and were
therefore fairly approximate. We expected that some patients would have a higher QRISK2 score when
calculated using complete, up-to-date risk factor data during assessment for eligibility for the trial.

In 19 out of 42 general practices, it was not possible to calculate QRISK2 scores because the query software
either was not developed in time or did not function properly within a practice’s computer system. In these
instances a Framingham risk score was similarly calculated using risk factor information drawn from patient
records, which was then compared with a sex- and age-specific risk threshold. For men of any age, the
threshold was set to Framingham risk of ≥ 25%. In women, the threshold varied by age: 40–49 years ≥ 22%,
50–59 years ≥ 24%, 60–69 years ≥ 22% and 70–74 years ≥ 17%. These thresholds reflect the published
relationship between Framingham risk scores and QRISK2 scores301 and were conservative to allow for the
fact that some patients were likely to have higher QRISK2 scores when they were fully assessed for eligibility.
Whether initial risk was obtained using the Framingham risk score or the QRISK2 score to identify potentially
eligible patients for invitation to the trial, eligibility was later confirmed with a CVD risk assessment and a
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recalculated QRISK2 score using the collected patient data. The CVD risk assessment and confirmation of
eligibility is described in more detail in Confirmation of eligibility.

Searching practice records for potential participants took place between May 2012 and May 2013. In both
trials, a simple random sample of the potentially eligible patients derived from the records search, or all of
the identified patients, whichever was the smaller group, was selected from each general practice to receive
an invitation to join the study. Potentially eligible patients were allocated a random number formula
generated in Microsoft Excel® (2007; Microsoft Corporation, Redmond, WA, USA) and then the list of
patients was sorted in ascending order by random number. The total required number of participants per
general practice was then selected from the start of this list. Initially, we planned to invite 300 and 250
patients per general practice for the depression and CVD risk trials respectively. These sample sizes were
determined prior to recruitment and were based on estimates of the recruitment rate. Following lower than
expected recruitment rates during the run-in phase and from early main trial practices, these figures were
revised to ensure that recruitment targets were met. Therefore, for the depression trial, up to 300 patients
were randomly selected in the first 11 general practices, up to 500 in the next 25 practices and then up to
585 patients in the remaining practices. For the CVD risk trial, a maximum of 250 patients were selected
from 36 general practices, with up to 285 selected from the remaining practices.

Invitations and reminders
Prior to invitation, one or more GPs from the practices reviewed the list of potentially eligible patients
and excluded any who they felt to be unsuitable for invitation (e.g. because of recent bereavement).
Subsequently, practice staff posted the remaining randomly selected list of patients a study invitation letter
on practice-headed paper. Therefore, at no time through this process, nor during the patient searches,
did the researchers have access to any patient-identifiable data. The invitation packs for the study were
posted to potential participants between June 2012 and June 2013.

Also included with the invitation letter was a participant information sheet, an expression of interest form,
a decline form and a reply-paid envelope. Patients interested in participating were asked to respond
directly to the research team, providing contact details and consent for eligibility screening. Because of
high levels of patient interest, but largely from those who were later found to have too low a PHQ-9 score
or who lacked a current diagnosis of depression, patients in the depression trial were asked to complete
and return a PHQ-9 questionnaire along with their initial expression of interest. This prescreening strategy
was implemented from the ninth general practice onwards.

Those who did not wish to take part were asked to return an anonymised decline form. The decline form
asked patients to select the reason(s) why they did not want to take part in the research from a list
provided or write down their own reason(s) and also asked for sex, age and ethnicity. Some examples of
the reasons provided on the decline form were, ‘I do not have regular access to the internet or an e-mail
address’, ‘I am too busy at the moment’ and ‘I do not feel I need any more support with my health at this
time’. Details on the proportions of patients declining for various reasons are reported in Appendix 17.

Practice staff sent one postal reminder to patients who had not responded with an expression of interest
or decline form approximately 3 weeks after the initial mailing. The reminder pack included the same
materials as in the initial invitation mailing, except for a modified invitation letter, which explained that the
patient was being sent a reminder because his or her response had not yet been received.

Confirmation of eligibility
Patients who replied with an expression of interest were contacted by a member of the local research team
by telephone usually between 1 and 14 days after their form was received. The researcher clarified with
the patient what taking part in the study would involve, including an explanation of randomisation, what
the intervention involved and the frequency and type of research-related activities (i.e. questionnaires and
in-person CVD risk assessments) and answered any questions he or she had. Eligibility screening then
proceeded in the two trials as described in the following sections.
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Depression trial
From the 10th recruited general practice onwards, it is important to note that the PHQ-9 questionnaire
completed by patients in the depression trial constituted a prescreening stage in the eligibility assessment.
In this way, the research team telephoned only those patients who had a total PHQ-9 score of ≥ 10 to go
through the study in more detail and to conduct further eligibility screening. During the 10- to 30-minute
call, the researcher began by asking patients to confirm whether or not they were currently receiving
case management from a specialist mental health worker, any form of CBT or any other psychological or
talking therapy. If so, they were informed that the study would not be suitable for them. Patients receiving
counselling or group therapy without a CBT element, and patients who were on a waiting list without
having been given a start date for CBT or other formal psychological therapy, were deemed eligible. If
patients were on a waiting list and knew that they would be starting CBT or another therapy within the
next 2 months, to avoid conflicting with therapeutic styles for those who might be allocated to the
intervention, they were not eligible to participate.

Provided that a patient was not already receiving the forms of support listed above, the researcher then
conducted a computer-based CIS-R assessment to establish whether or not the patient had a confirmed
diagnosis of depression. The CIS-R has an algorithmic structure so that the answer to one question
determines which question is asked next, as well as how many questions are asked in total. Respondents
are asked whether or not they have been experiencing various symptoms (e.g. tiredness, sleeping too much/
too little, weight changes, suicidal ideation) in the past month or past week, with higher scores indicating
greater severity. Although the CIS-R encompasses a number of sections, we modified the assessment such
that only questions required to establish a depression diagnosis (rather than other psychiatric diagnoses)
were asked of participants. This measure provides an ICD-10 (International Classification of Diseases, Tenth
Revision) diagnosis of depression and has been validated for telephone completion.302

After completing the CIS-R, the programme produced an output to enable the researcher to confirm
whether or not patients met the inclusion criterion of having an ICD-10 diagnosis of mild, moderate, or
severe depression. For these patients, the researcher went through the final set of eligibility criteria, namely
confirming their ability to access the internet and e-mail, that they had the ability to communicate verbally
in English sufficiently to receive telephone-based support delivered in English, that there were no literacy
issues, that they had not had a baby in the last 12 months and that they did not plan to be away for
more than 1 consecutive month in the next 4 months. As mentioned previously, patients who could
communicate verbally in English but who were unable to read English were deemed eligible if they had
a family member or friend who was willing and able to translate written materials (such as information
sheets, consent forms and online material) for them. If a patient was unable to confirm each of these
details, the study was unsuitable for him or her.

The procedure for confirming eligibility was similar to that described above for those participants who
either were recruited prior to the inclusion of the prescreening PHQ-9 form in the study invitation packs
or who failed to return a PHQ-9 form with their expression of interest. The main difference was that the
researcher telephoned all patients registering interest in the trial, conducted the CIS-R assessment and then
proceeded to go through the remaining eligibility criteria questions over the telephone, except for the
PHQ-9. The final step in the procedure for these participants was to complete the full study questionnaire,
which contained the PHQ-9, to confirm eligibility with a PHQ-9 score of ≥ 10.

Significant suicide risk was one of the exclusion criterion, which was determined by codes in patients’
electronic records, revision of the patient lists by GPs or in response to concerns raised with a patient’s
GP by the research team. In terms of the last point, both the PHQ-9 and the CIS-R have one or more
questions that assess potential suicidal ideation. We developed a suicide safety protocol which indicated
that any concerns of suicidal ideation would be escalated to a patient’s GP with the patient’s permission.
If the patient would not consent to this information being passed on to his or her GP, the protocol
indicated that one of the trial clinicians would telephone the patient to assess risk. Regardless of the
patient’s permission, the suicide protocol was activated if the patient’s response – whether by answers or
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comments written on the screening assessment questionnaires or a comment that was made during the
telephone call with the patient – indicated suicidal ideation.

Cardiovascular disease risk trial
Unlike the depression trial, there was no prescreening instrument provided for CVD risk patients with the
study invitation and so all of the patients who expressed an interest in participating were telephoned
by a member of the local research team. The conversation lasted approximately 15–20 minutes. After
explaining about the study, as described previously, the researcher began by confirming that patients met
the basic inclusion criteria: ability to access the internet and e-mail for personal use, ability to communicate
verbally in English sufficiently to receive telephone-based support delivered in English, no literacy issues
and not pregnant or planning to become pregnant in the next 12 months. Again, translation of written
materials or support with reading otherwise was permissible, provided that the patient had a friend or
family member willing to do so. If relevant, the researcher confirmed that patients did not plan to be away
for > 1 consecutive month in the next 6 months or for > 2 consecutive months in the last 6 months of
the study.

Patients who met the basic inclusion criteria and wanted to proceed with the study were asked to attend a
15-minute appointment at their general practice with a practice nurse or health-care assistant (HCA) who
had been trained by the local researcher on study procedures. The nurse or HCA took four blood pressure
readings at 1-minute resting intervals using an OMRON M3 upper-arm blood pressure monitor. The first
reading was always on the patient’s left arm, followed by the second reading on the right arm. Readings 3
and 4 were taken on the same arm, which was determined by the arm that gave a higher systolic result on
readings 1 and 2. Using an electronic calculator within a Microsoft Excel spreadsheet provided by the
researchers, the nurse or HCA then calculated the average systolic and diastolic result based on the final two
readings and recorded this on an eligibility assessment form (see Appendix 18). Likewise, after measuring
height and weight, the nurse or HCA used the researcher-provided electronic calculator to work out each
patient’s BMI. Smoking status was assessed by patient self-report but also validated by measurement using
a carbon monoxide monitor (COmpact Smokerlyzer, Bedfont Scientific, Maidstone, UK). Finally, other
information necessary to calculate CVD risk using the QRISK2 algorithm was also collected (e.g. ethnicity,
age, family history of CVD, diagnosis of diabetes).

At this point in the assessment, the nurse or HCA determined whether or not patients had one or more
modifiable risk factors: systolic blood pressure of ≥ 140 mmHg, BMI of ≥ 30 kg/m2 or self-reported current
smoker. If so, the nurse or HCA reviewed the patient records to look for the results of a full lipid profile
test within the last 3 months. If a patient had had this test conducted within the previous 3 months,
the existing result was recorded on the assessment form and the blood test was not repeated. If a patient
had one or more modifiable risk factors but had not had a recent blood test, the nurse or HCA took a
non-fasting blood sample for either finger prick or laboratory testing of the ratio of total cholesterol to
HDL cholesterol. The CVD risk assessment form was then sent to the research team, who used this
information to calculate a 10-year CVD risk score using QRISK2.

Patients with at least one modifiable risk factor and a QRISK2 score of ≥ 20 were deemed eligible and
were contacted again by telephone to inform them of their eligibility status (patients who were not
eligible were notified by e-mail). Additionally, patients were informed which modifiable risk factor(s) the
intervention team would mainly work with them on improving if they were randomly allocated to the
intervention group (i.e. getting blood pressure better controlled, becoming more active, eating a healthier
diet and/or giving up smoking), depending on whether or not they had high blood pressure (systolic blood
pressure ≥ 140 mmHg), were obese (BMI ≥ 30 kg/m2) and/or currently smoked. We decided that it was
important to explain to patients what risk factors the intervention would primarily target so that they
could make an informed choice about whether or not they were still interested in participating in the
study. This second call typically took 5–10 minutes to complete.
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Consent, baseline assessment and randomisation
After confirming eligibility as outlined in the previous section, patients in both trials were asked to complete
a consent form and a baseline assessment questionnaire. These could be completed on a secure survey
website or on a paper copy sent by post, according to patient preference. In total, the baseline questionnaire
took about 40–45 minutes to complete. Once both were completed and received by the research team,
patients were randomly allocated on a 1 : 1 basis to receive either (1) usual care plus the Healthlines Service
(intervention group) or (2) usual care alone (control group). Participants were allocated using an automated
web randomisation system to ensure concealment from research staff prior to allocation. This randomisation
system was developed independently and hosted by the Bristol Randomised Controlled Trials Collaboration,
a UK Clinical Research Collaboration-registered clinical trials unit. Randomisation was stratified by location of
recruitment (Bristol, Sheffield or Southampton) and minimised by practice and baseline PHQ-9 depression
score or QRISK2 score, retaining a probabilistic element by using a computer-generated random number
sequence. The minimisation categories for PHQ-9 score were 10–14, 15–19 and ≥ 20,289 whereas the
categories for QRISK2 score were 20.0–24.9, 25.0–29.9 and ≥ 30.0.

Participants in the depression trial were randomised into the study between July 2012 and July 2013.
As explained in detail in Commencement of the depression trial and delay to the cardiovascular disease risk
trial, there were delays to the start of the CVD risk intervention. Therefore, CVD risk participants were
randomised into the study slightly later, between December 2012 and July 2013. For some participants,
this meant that there was a gap of several months between their initial recruitment and beginning to
receive the intervention. The implications of this are addressed in the discussion sections in Chapters 8,
9 and 12.

Communication following allocation
Participants in both trials were notified by e-mail from the research team of their allocation, as well as when
the next study questionnaire would be sent to them. Their GP was also informed of their participation in the
study, their allocation and their baseline PHQ-9 or QRISK2 score. For those allocated to the intervention,
the notification e-mail also contained the same ‘Welcome Pack’ document that was available through
the Healthlines web portal (see Chapter 6 and Appendix 10). As explained in more detail in Chapter 6,
the ‘Welcome Pack’ included details about the service and information about and colour photographs
of the HIAs delivering the intervention.

Subsequent to the e-mail, the local researcher telephoned participants in the intervention group in the
CVD risk trial who had systolic blood pressure of ≥ 140 mmHg and who did not also have atrial fibrillation.
These participants were offered a home blood pressure monitor to use during the study, but they could
decline this option or use their own blood pressure monitor if they had one already. If participants wanted
to use one of the blood pressure monitors provided by the study, they attended an appointment for a
short training session at their own general practice with a practice nurse or HCA who had been instructed
by the research team on study procedures. This session was to ensure that the participant knew how to
use the monitor correctly and also to provide the participant with a set of detailed instructions and a
booklet for recording their blood pressure readings ahead of entering them on the Healthlines web portal.
Participants were instructed to wait until they had been contacted by their HIA before they began regularly
taking their blood pressure. After this initial intervention encounter, participants were asked to take blood
pressure readings twice daily for the first week and weekly thereafter. There are more details around the
blood pressure monitoring component of the intervention in Chapter 6.

Following allocation, the local researcher passed the intervention participants’ details on to the intervention
team via a secure NHS-based e-mail system (NHSmail), including participants’ age, sex, contact details and
calling preferences. Referrals to the intervention team began in July 2012 and December 2012 for the
depression and CVD risk trials respectively. In the depression trial, the researcher also provided the participants’
baseline PHQ-9 score, GAD-7 score and whether or not the participant was currently taking antidepressants.
The following details were included in the referral to the intervention team for the CVD risk trial: baseline
QRISK2 score, height, weight, BMI, average blood pressure, target blood pressure, whether or not the
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participant was taking blood pressure medication, smoking status, ratio of total to HDL cholesterol and whether
or not the participant had diabetes, atrial fibrillation or chronic kidney disease. As detailed in Chapter 6, the
participant referral information was passed on to the intervention team for those CVD risk participants who
were self-monitoring their blood pressure only after they had picked up their blood pressure monitor.
Regardless of trial arm, once these participant details were received and uploaded to the intervention patient
management database, one of the HIAs contacted the participants by telephone to conduct an initial
assessment and provide them with log-in details and a link to the Healthlines Service website.

Trial run-in phase
In the run-in phase of the trial recruitment commenced 1 month ahead of that in the main trials, with the
patient searches starting in May 2012 and the first participants randomised into the trial in July 2012
(depression trial) and December 2012 (CVD risk trial). Two general practices were involved and each aimed
to recruit 20 patients to the depression trial and 20 to the CVD risk trial. The purposes of the run-in phase
were to test the study recruitment and follow-up procedures and to allow any required adjustments to be
made before the main trials. These steps also allowed intervention staff the opportunity to develop their
skills in using the intervention software and treatment protocols. To provide intervention staff with a larger
number of participants to work with during the run-in phase, allocation in this phase was at a ratio of 3 : 1 in
favour of the intervention group. Data collection, intervention schedules and intervention content were the
same for run-in phase participants as in the main trials and so data provided by these participants were
included in the final trial analysis. No substantial changes were made between the run-in phase and the
main trials, other than increasing the number of patients sent an initial study invitation, as described earlier.

Commencement of the depression trial and delay to the cardiovascular
disease risk trial
As covered in more detail in Chapter 6, after participants were randomised into the Healthlines Service
group by the research team, it was anticipated that within the next 1–2 weeks the HIAs would have
completed the initial assessment encounter with them. This was usually the case for the depression
participants, but there was an unexpected delay to the start of the CVD risk trial. Although the first
randomised depression participants began receiving the intervention by August 2012, the corresponding
group of CVD risk participants was not randomised into the study until early December 2012. The delay
was partly due to the IT infrastructure around the CVD patient management software. This required more
work to adapt it to the NHS context and there were difficulties integrating the Duke software with the
software used normally used within NHS Direct.

We believed that the IT infrastructure was in place by early December 2012 and began to randomise the
CVD risk participants, but it then became apparent that there were several problems with the telephone
scripts to support patients with high blood pressure, particularly patients who were not already taking
blood pressure medication or who had not yet picked up their blood pressure monitors. To remedy this,
revision to the scripts was required, which meant altering the patient management software.

The IT changes were not fully integrated until March 2013. In the meantime, the intervention progressed
as planned from December 2012 for all other CVD risk patients not affected by the two blood pressure
issues described above. Likewise, as soon as those patients already taking blood pressure medication had
collected their home blood pressure monitor, they could be referred to the intervention team for their
initial assessment telephone call. Nonetheless, some CVD risk patients were randomised and then
experienced a significant delay of 2–3 months before they began receiving the intervention. We describe
the effect of this on intervention delivery in the final subsection of this chapter.

Transfer of the service from NHS Direct to Solent NHS Trust
As covered in Chapter 6, we negotiated to transfer the study and intervention from NHS Direct to NHS
Solent Trust following the closure of NHS Direct on 31 March 2014. To summarise, the main challenges in
transferring the intervention across NHS organisations involved the reassignment of intervention staff and
their manager in two different locations, making arrangements for ongoing clinical supervision, organising
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support for the IT infrastructure used to deliver the intervention and ensuring that contracts and finances
were quickly organised. In terms of the main IT issues, laptops had to be configured and mobile
telephones arranged for the HIAs who had agreed to work from home for the remainder of the study,
at the same time as transferring the IT platform from NHS Direct to NHS Solent Trust’s network. To allow
for this IT work to be carried out and tested, it was necessary to institute a temporary break in the
intervention delivery between 1 April and 6 May 2014.

In preparation for the break in service delivery, all ongoing intervention participants and participating
general practices were notified by e-mail that the NHS provider of the intervention was changing, but that
other aspects of the intervention, including the staff delivering it, would remain unchanged. The possibility
of a delay in some scheduled appointments and the new web portal address and telephone call-back
number were all included in this notification. The web portal and resources available to participants
otherwise remained the same. Ongoing control group participants were also notified by e-mail of the
change of lead NHS organisation for the research.

At most, we estimate that the temporary break affected 39% (120/307) of depression and 67% (218/325)
of CVD risk participants, the maximum number of participants remaining in the service at the time, but
some of these participants would not have had a scheduled call during the service closure period. For
those participants who did already have a scheduled telephone appointment during the temporary closure
period, these appointments had to be rescheduled for after the break. As a result, some patients were
expected to have a slightly longer period between some appointments for a time and then a slightly
shortened period between other appointments thereafter. This adjustment to the usual call schedule was
required to fit in their remaining appointments in the time available. Nevertheless, we did not anticipate
that this would have a major effect on the total number of appointments that participants were due to
receive over the entire study period, except for some patients whose 12-month follow-up period ended
during the break.

As planned, the HIAs resumed patient telephone calls from 6 May 2014. However, because of technical
difficulties surrounding the transfer of the IT infrastructure, the patient management software was not
fully functional until 9 June 2014. As the patient management software included access to the telephone
scripts and the facility for recording details around the telephone calls, including updating notes around
the patients’ health, the intervention could not be delivered as planned until 9 June 2014. Likewise, CVD
risk patients were unable to enter blood pressure readings on the web portal between 1 April and 16 June
2014. As these patients had also been supplied with a blood pressure recording booklet, they were able to
keep track of their weekly blood pressure readings and enter these retrospectively when the web portal
regained functionality after 16 June.

To carry out the scheduled telephone appointments between 6 May and 9 June 2014, and to do so
without access to the patient management software, the research team developed a paper-based call log
to record the details around calls and devised a ‘holding script’ for the HIAs to deliver. The ‘holding script’
explained about the unfortunate IT difficulties and asked how patients were getting on with the various
resources (e.g. CBT package, blood pressure monitoring) they were using as part of the intervention,
how they were doing in terms of their health needs and goals and whether or not they had any
particular issues that they wanted to raise. Unless this was the final intervention call, the HIA then booked
participants in for a further call, which would cover the next encounter that they were due to complete.
If this appointment was the final intervention call at the end of the 12-month intervention period, the
HIA thanked the participants for taking part and explained that they would return to the sole care of their
GP from now on. Overall, the feedback from participants was that they liked the ‘holding script’ and it
was a positive experience to have this kind of informal review. The details recorded in the paper-based call
logs were later entered into the patient management software.
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Impact on intervention encounters
The final research assessment for both depression and CVD risk participants was due 12 months after
participants were randomised into the study. It was intended that participants’ intervention sessions would
be delivered over the same 12-month period. However, as outlined in the previous two sections above,
there were some delays between recruitment and the initial intervention session and delays in scheduling
regular intervention calls, for example because of holidays or because participants had been difficult to
contact or because of the necessary IT ‘down time’ as the service transferred from NHS Direct to Solent
NHS Trust. This meant that many participants did not receive the full number of intervention sessions by
the time that they were due for their final research assessment.

To remedy the situation and attempt to maximise the number of sessions that participants received ahead
of their 12-month assessment, the frequency between intervention calls was reduced for all remaining
participants from January 2014 as follows:

l For depression participants, the fortnightly call schedule continued for encounters 1–8, but encounters
9 and 10 were scheduled at 6-weekly intervals instead of the 2- to 3-monthly intervals that were
originally planned.

l For CVD risk participants, encounters were scheduled every 3 weeks instead of monthly. If the date
that occurred 3 weeks ahead was not possible (e.g. because of holiday), HIAs were encouraged to first
try further reducing the appointment interval to 2 weeks, before considering dates ≥ 4 weeks ahead.

In addition to those procedures described above, the research team arranged one final scheduled session
with the HIA for participants who had not received all of the intervention sessions by the 12-month
research assessment, if participants wished. GPs were informed by e-mail when their patients completed
the intervention.

Subsidiary studies
Within the Healthlines study, four subsidiary studies were embedded within the two RCTs. The first was an
attempt to increase study uptake among invited participants in both trials by enhancing the participant
information sheet, with the remaining three studies attempting to increase response rates to the follow-up
questionnaire among participants in the depression trial alone.

First, the MRC Systematic Techniques for Assisting Recruitment to Trials (MRC START) study is funded
by the MRC Methodology Research Programme. The purpose of the study is to develop the conceptual,
methodological and logistical framework for nested studies and to assess their feasibility.303 The Healthlines
study acted as a host trial for one of the MRC START recruitment interventions. In particular, the aim was
to test the impact of an enhanced patient information sheet and invitation letter on recruitment rates.304

Through reduced use of jargon, simpler sentences and an altered layout of the materials, the MRC START
materials sought to improve readability and ease of comprehension compared with the standard versions.
The substudy was carried out in the final three general practices at the Bristol site only, with participants in
both the depression and the CVD risk trials randomly allocated on a 1 : 1 basis to receive the optimised or
standard study materials. After generating the list of participants to invite to the Healthlines study, it was
sorted by a randomly generated number and the first half of the list was assigned the optimised study
materials. There were no other differences in the information provided to these participants or the research
procedures. The results of this MRC START substudy have now been published.305

Next, as difficulties with motivation and concentration are at the heart of depression, this is a difficult
patient group to keep engaged in research, especially over the course of a 12-month study. Therefore,
we attempted three different methods to increase response rates with these participants at follow-up.
This consisted of three individually nested studies within the depression trial alone. These studies aimed
to investigate the impact on follow-up questionnaire response rates of pre-calling participants ahead of
sending out the follow-up questionnaire or not (study 1), including a colour photograph of the research
team with the questionnaire cover letter/e-mail or not (study 2) and using an urgent action subject line
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(‘ACTION REQUIRED’) in the e-mail reminder compared with one that simply states that this was a reminder
(study 3). These three ideas were generated following discussion within the research team and in light of
previous studies306 which suggested that such changes may have an effect on follow-up rates. Study 1 occurred
partway through the 8-month follow-up time point, with participants in the Bristol location alternately allocated
to receive the intervention or not. Based on an early and informal indication that there was a benefit from
pre-calling these participants at 8 months’ follow-up, this procedure was adopted universally for all final
12-month follow-up appointments. Therefore, studies 2 and 3 included the manipulation from study 1 as an
adopted standard procedure but examined the possibility of further boosting the 12-month follow-up response
rates with two separate manipulations with participants from the different study locations, with the photo
manipulation in study 2 conducted with all participants from the Bristol study centre only and the e-mail subject
line manipulation in study 3 including respondents from the Sheffield and Southampton centres. Based on a
random number generated using Microsoft Excel, participants in studies 2 and 3 were randomised on a 1 : 1
basis to receive the intervention using simple randomisation. Details of the methods and results of these studies
have been published.307

Outcome measurement

Primary outcomes
In both trials, the primary outcome was the proportion of participants responding to treatment. In the
depression trial, response to treatment was defined as a PHQ-9 score of < 10 and a reduction in PHQ-9
score of ≥ 5 after 4 months.289,308 A total PHQ-9 score is calculated as the sum of the responses to the nine
questions that constitute the scale, with the response options ranging from 0 (‘not at all’) to 3 (‘nearly
every day’). If one item was left unanswered on a particular PHQ-9 form, this was replaced with the mean
response of the remaining eight questions for that participant. If more than one item was unanswered,
then the PHQ-9 score was classed as missing data. Depression severity is given by the following total score
ranges: 0–4 – none; 5–9 – mild; 10–14 – moderate; 15–19 – moderately severe; and 20–27 – severe.
The stringent dual criterion for defining ‘response’ was chosen to take account of the fact that a PHQ-9
score of < 10 is conventionally taken as indicating recovery but a small reduction from 11 to 10 between
baseline and follow-up may simply reflect random variation. Previous research suggested that a reduction
of 5 points in PHQ-9 score at an individual level is a clinically important change.308

Response in the CVD risk trial was defined as the maintenance or reduction of 10-year cardiovascular risk
estimated on the basis of QRISK2 score195 after 12 months. As CVD risk increases with age, maintaining
10-year risk over 12 months requires an improvement in at least one modifiable risk factor. Throughout the
study, the QRISK2 score was calculated using the same version of the QRISK2 algorithm, which was provided
as a batch processor to the research team by the authors of the QRISK2. QRISK2 outcome scores at follow-up
were calculated by changing only participant age and modifiable risk factor measurements (blood pressure,
BMI and smoking status, as well as cholesterol values). The cholesterol level was measured at baseline and
12 months and so baseline cholesterol values were used in the 6-month QRISK2 score. Variables such as
diagnosis of diabetes or atrial fibrillation and whether or not the patient was prescribed blood pressure-lowering
medications were held constant across time points using baseline values. This was because it was possible
that the extra support provided by the intervention might result in an increased number of patients in the
intervention arm receiving a diagnosis or starting medication, which in turn would inflate risk scores in this
group only. As mentioned earlier, smoking status was determined by participant self-report, although validated
by a carbon monoxide reading using a Bedfont Scientific COmpact Smokerlyzer. Self-reported non-smokers and
ex-smokers were recategorised as light smokers if the carbon monoxide device illuminated with three or more
lights (11+ ppm); this affected four self-reported ex-smokers at baseline, one ex-smoker at 6 months and four
non- and four ex-smokers at 12 months.

Finally, the QRISK2 score is highly sensitive to age. Exact age at baseline and follow-up was calculated
based on date of birth and date of the baseline CVD risk assessment. However, age is included in QRISK2
as an integer and it was expected that all participants in the CVD risk trial would age 1 year between
randomisation and the final 12-month follow-up. This was true for the vast majority of participants.
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Because of the timing of the assessments in relation to birthdays, some participants’ age either did not
change or increased by 2 years. For the primary analysis age was analysed as calculated, but a sensitivity
analysis was carried out in which all participants aged by exactly 1 year.

Primary outcome deviations from the protocol
During data cleaning, several problems were identified with how the QRISK2 scores had been calculated at
baseline. These problems, and how they were rectified, are discussed in more detail in Appendix 19. As a
consequence of these errors, six participants were identified who, on recalculation, were found to have a
QRISK2 score of just under 20% and who therefore should not have been included in the trial. However,
these participants were still included in the analyses for several reasons: (1) because of the intention-to-treat
principle; (2) because the 20% high risk threshold is arbitrary and these six participants with a slightly lower
risk still had the potential to benefit; and (3) because this approach was conservative, given that patients
with a lower risk have less potential to benefit.

Secondary outcomes
Secondary outcomes are listed in Table 13. They include variables related to the primary outcome but
dichotomised and/or at different time points; measures needed to examine components of our theoretical
TECH model (e.g. self-management); and measures of constructs hypothesised to influence the effectiveness
of the intervention (e.g. technology confidence). These measures were included in both trials unless
otherwise indicated and were piloted in advance with 10 members of the research team, two patient and
public involvement representatives affiliated with the research programme and eight members of the lay
public approached by the service user representatives or study team.

The baseline questionnaire included sociodemographic characteristics (age, sex, ethnicity, employment
status, educational attainment, house ownership), comorbidities (e.g. anxiety), current treatments (e.g.
antidepressants, blood pressure medication) and all other secondary outcome measures listed in Table 13
(see Appendix 20). Follow-up questionnaires included primary and secondary outcome measures, as well as
use of health-care resources (see Appendix 21). Details regarding frequency and dosage of medication
prescriptions and primary care contacts were collected by the researchers from primary care medical records
for all participants 12 months after randomisation. Patient-reported quality of life using the EuroQol-5
Dimensions, five-level version (EQ-5D-5L),309 use of health-care resources and data collected from primary
care medical records relate to the economic evaluation and so are described in more detail in the next
section of this chapter.

There were two additional sources of secondary outcome data. First, for those in the intervention groups
in both trials, information about the type, number and length of contacts with intervention staff was
collected from the Healthlines Service electronic records. Second, anonymised information, including age,
sex and ethnicity (both trials) and CVD risk score and component data (CVD risk trial only), was obtained
from practice records of invited patients who decided not to participate in the study.

As detailed in Table 13, most of the secondary outcome measures are from validated scales. In these cases,
the individual response options to each scale were either summed to produce total scores (e.g. GAD-7
anxiety score) or were averaged to produce summary scores (e.g. role clarity and co-ordination subscale
from the generic measure of continuity of care317) in accordance with the particular instrument in question.
Additionally, two items from the generic measure of continuity of care317 are stand-alone indicators of care
co-ordination and so a total score was produced from the responses to these single items.

For all secondary measures, scores were reversed as appropriate ahead of all analyses, such that higher
numbers indicated a more positive response (i.e. greater satisfaction, less difficulty, more agreement and so
on). Additionally, responses of ‘does not apply’, ‘did not use this’ or similar were excluded from the analyses.
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The baseline questionnaire took around 45 minutes to complete, whereas the follow-up versions took
approximately 1 hour. To reduce the burden on respondents as much as possible, subsets of items from
larger validated scales were selected in some cases (see Table 13). When the larger measure consisted
of multiple subscales, we selected all items from that subscale and created a subscale summary score as
the average of the response options for the relevant items making up the subscale. However, in the case
of the questions selected to assess motivation for study participation and health literacy, only a small
proportion of the available items was included. Therefore, to ensure that the items we selected continued
to group together as expected and had adequate psychometric properties, we conducted PCAs with
orthogonal (varimax) rotation on these subset scale items using Stata 13.1. The items and resulting scales
are presented in Table 14.

TABLE 13 Secondary outcome measures included in the RCTs

Outcomes Measures used

Depression score (depression trial only) as a binary
outcome at 8 and 12 months and as a continuous
variable at 4, 8 and 12 months

PHQ-9289

Ten-year CVD risk score (CVD risk trial only) as a binary
outcome at 6 months and as a continuous variable
at 6 and 12 months

QRISK2195 variable obtained by clinical assessment

Quality of life EQ-5D-5L309

Patient satisfaction Subset of Y4Q1 GP Patient Survey,199 subset of CoBalT trial
items310 and items constructed for present research

Patient perceived access to care Items constructed for present research

Motivation for study participation Subset of items adapted from TMQ-R311,312

Physical activity Health-directed behaviour domain of heiQ313

Individual CVD risk factors, i.e. blood pressure,
cholesterol, smoking status, weight, BMI (CVD risk trial
only)

Clinical assessment

Diet (CVD risk trial only) STC314 anglicised for present use

Use of telehealth Items constructed for present research

Confidence using technology Items constructed for present research

Self-management skills and self-efficacy Self-monitoring and insight, constructive attitudes and
approaches, skill and technique acquisition and health-care
services navigation domains of heiQ313

Medication adherence (depression trial asked about
antidepressant medication; CVD trial asked about
antihypertensive and cholesterol-lowering medications)

Morisky Medication Adherence Scale315

Health literacy Items adapted from eHEALS316

Care co-ordination Stand-alone indicators and two subscales (role clarity and
co-ordination within GP surgery, evidence of a care plan)
adapted from a generic measure of continuity of care
questionnaire317

Anxiety (depression trial only) GAD-7293

eHEALS, eHealth Literacy Scale; EQ-5D-5L, EuroQol-5 Dimensions, five-level version; heiQ, Health Education Impact
Questionnaire; STC, Starting the Conversation; TMQ-R, Treatment Motivation Questionnaire – Revised.
Source: Adapted from Thomas et al.283 © Thomas et al.; licensee BioMed Central Ltd. 2014. This article is published under
license to BioMed Central Ltd. This is an open access article distributed under the terms of the Creative Commons
Attribution License (http://creativecommons.org/licenses/by/2.0), which permits unrestricted use, distribution, and
reproduction in any medium, provided the original work is properly cited
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TABLE 14 Constructs, questionnaire items and properties of constructed items included in the RCTs

Construct

Response format
(reversed when
appropriate) Item or item content

Stand-alone or
scale item

Scale reliability
(n items, α or ra)

Patient satisfaction

General GP
satisfaction

Evaluative (1 = ‘extremely
dissatisfied’ to 5 = ‘extremely
satisfied’, 6 = ‘does not
apply’)

‘In general, how satisfied are you
with the care you received in the
last 4 [6 (CVD risk)] months from
the doctor(s) at your GP surgery or
health centre?’

Stand-alone –

General nurse
satisfaction

Evaluative (1 = ‘extremely
dissatisfied’ to 5 = ‘extremely
satisfied’, 6 = ‘does not
apply’)

‘In general, how satisfied are you
with the care you received in the
last 4 [6 (CVD risk)] months from
the nurse(s) at your GP surgery or
health centre?’

Stand-alone –

General NHS
Direct
satisfaction

Evaluative (1 = ‘extremely
dissatisfied’ to 5 = ‘extremely
satisfied’, 6 = ‘does not
apply’)

‘In general, how satisfied are you
with the care you received in the
last 4 [6 (CVD risk)] months from
NHS Direct health advisors?’

Stand-alone –

Detailed GP
satisfactionb

Evaluative (1 = ‘very poor’ to
5= ‘very good’, 6 = ‘does
not apply’)

‘Thinking about the doctor(s) you
saw at your surgery in the last 4
[6 (CVD risk)] months, how good
were they at doing each of the
following: listening to you,
explaining tests and treatments,
involving you in decisions about
your care, treating you with care
and concern?’c

Scale (excluded
‘does not apply’)

4 items; α= 0.96 for
depression, α = 0.94
for CVD risk

Detailed nurse
satisfactionb

Evaluative (1 = ‘very poor’ to
5= ‘very good’, 6 = ‘does
not apply’)

‘Thinking about the nurse(s) you
saw at your surgery in the last 4
[6 (CVD risk)] months, how good
were they at doing each of
the following: listening to you,
explaining tests and treatments,
involving you in decisions about
your care, treating you with care
and concern?’c

Scale (excluded
‘does not apply’)

4 items; α= 0.96 for
depression, α = 0.94
for CVD risk

Detailed HIA
satisfactionb,d

Evaluative (1 = ‘very poor’ to
5= ‘very good’, 6 = ‘does
not apply’)

‘Thinking about the NHS Direct
Healthlines advisors that you
had contact with in the last 4
[6 (CVD risk)] months, how good
were they at doing each of the
following: listening to you,
explaining tests and treatments,
involving you in decisions about
your care, treating you with care
and concern?’c

Scale (excluded
‘does not apply’)

4 items; α= 0.96 for
depression, α = 0.96
for CVD risk

Treatment
satisfaction

Evaluative (1 = ‘strongly
disagree’ to 5= ‘strongly
agree’, 6= ‘does not apply’)

Extent of agreement that any
treatment received for mental
health in the last 4 months [heart
health in the last 6 months (CVD
risk)] was satisfactory; improved
health, improved mood;
good-quality advice and support
was received; would recommend
to others; would use again if
needede

Scale (excluded
‘does not apply’)

6 items; α= 0.92 for
depression, α = 0.91
for CVD risk

continued
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TABLE 14 Constructs, questionnaire items and properties of constructed items included in the RCTs (continued )

Construct

Response format
(reversed when
appropriate) Item or item content

Stand-alone or
scale item

Scale reliability
(n items, α or ra)

Intervention
website
satisfactionb,d

Evaluative (1= ‘strongly
disagree’ to 5= ‘strongly
agree’, 6= ‘does not apply’)

‘Information on the NHS Direct
Healthlines Service website was
helpful’; ‘Information on the NHS
Direct Healthlines Service website
was easy to use’

Scale (excluded
‘did not use
this’)

2 items; r = 0.60 for
depression, r= 0.71
for CVD risk

Intervention
CBT
satisfactionb,d

Evaluative (1= ‘strongly
disagree’ to 5= ‘strongly
agree’, 6= ‘does not apply’)

‘The Living Life to the Full CBT
programme was helpful’;
‘The Living Life to the Full CBT
programme was easy to use’
(depression trial only)

Scale (excluded
‘did not use
this’)

2 items; r = 0.77

Intervention
blood pressure
web page
satisfactionb,d

Evaluative (1= ‘strongly
disagree’ to 5= ‘strongly
agree’, 6= ‘does not apply’)

‘The web page to record my
blood pressure was helpful’;
‘The web page to record my
blood pressure was easy to use’
(CVD risk trial only)

Scale (excluded
‘did not use
this’)

2 items; r = 0.86

Access to care

Service delivery
access
difficulties

Evaluative (1= ‘extreme
difficulty’ to 7= ‘no difficulty
at all’)

‘In the past 4 [6 (CVD risk)]
months, have you had any
difficulty with getting support and
advice at times that suit you?
From the health professionals you
want to see? When you feel you
need it most? At a time that is
convenient for you, according
to your needs, lifestyle and
preferences?’f

Scale 4 items; α = 0.95 for
depression, α= 0.96
for CVD risk

Amount of
support

Evaluative (1= ‘too little’ to
3= ‘just about right’ to
5= ‘too much’, 6 = ‘does
not apply’)

Extent to which the amount of
support and advice received for
mental health in the last 4 months
[heart health in the last 6 months
(CVD risk)] was adequate

Stand-alone –

Motivation for study participation

Internal
motivation

Evaluative (1= .not at all
true’ to 7= ‘very true’)

‘I joined this study because I want
to make changes in my life’;
‘I joined this study because I am
interested in getting help’

g

Scale 2 items; r = 0.69 for
depression, r= 0.67
for CVD risk

External
motivation

Evaluative (1= ‘not at all
true’ to 7= ‘very true’)

‘I joined this study because
I felt under pressure to go for
treatment’; ‘I joined this study
because my doctor told me
I should be in treatment’g

Scale 2 items; r = 0.33 for
depression, r= 0.57
for CVD risk

Health literacy

Health literacy Evaluative (1= ‘strongly
disagree’ to 5= ‘strongly
agree’)

‘I know how to find helpful
information about my health’;
‘I can tell high-quality from
low-quality health information’;
‘I feel confident using health
information to make health
decisions’h

Scale 3 items; α = 0.81 for
depression, α= 0.81
for CVD risk
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TABLE 14 Constructs, questionnaire items and properties of constructed items included in the RCTs (continued )

Construct

Response format
(reversed when
appropriate) Item or item content

Stand-alone or
scale item

Scale reliability
(n items, α or ra)

General web usage

Internet use Reporting (1 = ‘never’,
2= ‘once a month’,
3= ‘about every 2 weeks’,
4= ‘once/twice a week’,
5= ‘daily’)

Frequency of using e-mail and the
internet (excluding e-mail)

Scale 2 items; r = 0.69 for
depression, r = 0.77
for CVD risk

Technology confidence

Telephone
confidence

Evaluative (1 = ‘not at all
confident’ to 7= ‘extremely
confident’)

Level of confidence with using a
telephone (landline), using a
mobile telephone for telephone
calls, using a mobile telephone to
send and receive text messages

Scale 3 items; α= 0.80 for
depression, α = 0.64
for CVD risk

Internet
confidence

Evaluative (1 = ‘not at all
confident’ to 7= ‘extremely
confident’)

Level of confidence with searching
for information on the internet
(e.g. using Google), sending and
receiving e-mails

Scale 2 items; r = 0.74 for
depression, r = 0.77
for CVD risk

Social media
confidence

Evaluative (1 = ‘not at all
confident’ to 7= ‘extremely
confident’)

Level of confidence with using a
‘chat room’ or forum on the
internet, using social networking
sites on the internet (e.g.
Facebook)

Scale 2 items; r = 0.67 for
depression, r = 0.72
for CVD risk

Use of telehealth

NHS Direct
telephone

Reporting (1 = ‘never’,
2= ‘once a month’,
3= ‘about every 2 weeks’,
4= ‘once/twice a week’,
5= ‘daily’)

Frequency of using NHS Direct
telephone services in the past 4
[6 (CVD risk)] months

Stand-alone –

Online
searching

Reporting (1 = ‘never’,
2= ‘once a month’,
3= ‘about every 2 weeks’,
4= ‘once/twice a week’,
5= ‘daily’)

Frequency of searching online for
health information for oneself in
the past 4 [6 (CVD risk)] months

Stand-alone –

Online forum or
group

Reporting (1 = ‘never’,
2= ‘once a month’,
3= ‘about every 2 weeks’,
4= ‘once/twice a week’,
5= ‘daily’)

Frequency of participating in an
online forum or support group for
physical or mental health in the
past 4 [6 (CVD risk)] months

Stand-alone –

a All Pearson correlations reported above are significant at p ≤ 0.001.
b Asked at follow-up time points only.
c These detailed health professional satisfaction items came from the GP Patient Survey.199

d Asked of intervention participants only.
e These treatment satisfaction questions were partly derived from a questionnaire developed by Dr Nicola Ridgeway for

the CoBalT trial310 and also partly influenced by the Client Satisfaction Questionnaire (CSQ8).318

f Difficulty accessing health care was assessed using a series of questions that were based on themes identified through
previous research.203,204

g Assessment of motivation to join the trials included a small subset of questions from the Treatment Motivation
Questionnaire – Revised (TMQ-R) scale.311,312 The reference in the question stem was altered from reasons for seeking
treatment to reasons for joining the current study. These items were asked only at baseline.

h These three health literacy items were selected from the larger eight-item eHealth Literacy Scale (eHEALS), after adapting
them to apply to general, rather than internet-specific, health literacy.316
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The following constructs were assessed with a collection of items constructed for this research: patient
satisfaction, perceived access to health care, internet use, technology confidence and telehealth use. To
ensure the coherence of the questions included to assess these constructs and to reduce the questionnaire
items to a smaller number of factors for data analysis, PCAs with orthogonal (varimax) rotation were
carried out on the constructed items using Stata 13.1. These analyses were conducted solely on the
baseline data or at the first follow-up time point for questions asked only in the follow-up questionnaires.
Decisions regarding the number of factors to extract were based on Kaiser’s criterion (eigenvalues > 1.0),
by examining the scree plot and the subjective coherence of the factors. For each factor, items with an
association of ≥ 0.3 were retained.197 Next, the reliability of each factor was examined with Cronbach’s
alpha and coefficients > 0.70 were taken to indicate adequate reliability. If the scale consisted of two
items, a Pearson correlation coefficient was computed instead. Finally, mean summary scores for each
reliable factor were calculated for individuals providing ratings for ≥ 50% of the relevant items. We treated
each factor as a scale and labelled it according to the questions that it included (see Table 14).

The remaining baseline and follow-up questionnaire items were constructed for the present research based
on previous literature, with the majority having been developed and pilot tested with service users for the
patient survey (see Chapter 3). In these cases it was necessary to create our own measures because we
were not aware of a validated measure that assessed the concept of interest or did so to the depth or
breadth that was required by our research question. For example, we did not identify any validated scales
that asked about qualitatively different types of difficulties accessing health care beyond concerns over
waiting times for an appointment with a specifically named HCP.

Serious adverse events
Finally, serious adverse events (SAEs) in participants were monitored throughout the study. A SAE was
defined as an untoward occurrence that:

l resulted in death
l was life-threatening
l required hospitalisation or prolongation of existing hospitalisation
l resulted in persistent or significant disability or incapacity
l consisted of a congenital anomaly or birth defect or
l was otherwise considered medically significant by the investigator.

Under the terms of the Standard Operating Procedures for RECs, any SAE that was considered ‘related’ and
‘unexpected’ had to be reported to the REC.319 ‘Related’ was defined as resulting from the administration
of any research procedures (e.g. as a result of the Healthlines Service intervention, completion of follow-up
questionnaires, participation in the process evaluation) and ‘unexpected’ was defined as a type of event not
listed in the protocol as an expected occurrence.

Data collection and follow-up
Data were collected from self-report questionnaires, primary care medical records, the Healthlines Service
records and clinical measurement. Information was collected at baseline from all participants but the
timing of follow-up data collection differed between the two trials (as detailed below). To maximise
response rates, participants were offered the choice of completing the questionnaires on a secure survey
website or on a paper copy sent in the post. The PHQ-9, which has been validated for telephone use,
could also be completed by telephone with one of the researchers. The health economics quality of life
measure (EQ-5D-5L) was not available for online completion because of licensing and technical restrictions
and thus was completed on paper by all participants at each of the time points. If participants had opted
to complete the questionnaire online, it was explained that the EQ-5D-5L would also be posted to them
for completion. Up to five reminders, which were communicated by e-mail, telephone (twice) and post
(twice in the depression trial, once in the CVD risk trial), were used if participants did not return their
questionnaires. To maximise collection of the primary outcome, the second postal reminder in the
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depression trial contained the PHQ-9 alone. Likewise, participants in the depression trial were provided
with the option to complete the PHQ-9 over the telephone in the second telephone reminder.

In the depression trial, self-report questionnaires were completed at four time points: at baseline and at 4,
8 and 12 months after randomisation. The PHQ-9 questionnaire was completed at each of these time points.
At baseline it was completed as part of an initial screening questionnaire by post; at all other time points it
was included with the follow-up questionnaire and therefore could be completed online or by post.

In the CVD risk trial, self-report questionnaires were completed at three time points: at baseline and at
6 and 12 months after randomisation. At each of these time points, participants were telephoned to ask
them to attend an appointment with a nurse or HCA at their own general practice. As described in Primary
outcomes, practice staff collected CVD risk factor information, including carrying out a blood test to
measure cholesterol (at baseline and 12 months only), blood pressure, weight and smoking status (all time
points). This information was used to calculate each participant’s QRISK2 score.

Statistical considerations

Sample size
This study was based on the anticipated analysis of data from 240 patients in each of the intervention and
control groups for both the depression and CVD risk trials. The primary outcomes for both depression
and CVD risk were binary, indicating response to the intervention. Assuming equal numbers in each trial
arm for analysis and that all other parameters in a sample size estimate remain constant, the detectable
between-group difference for a binary outcome is maximised when the overall proportion in the trial
defined as responding is 50% (e.g. 57% responding to the Healthlines Service interventions and 43%
responding to usual care). As the overall proportion responding increases or decreases from 50%, so does
the detectable difference increase or decrease. Thus, with a sample size for analysis of 240 per arm, the
absolute detectable difference between the trial arms with a 5% two-sided alpha level and 80% power is
≤ 14 percentage points (1.7 equivalent OR). With a 1% alpha level and 90% power, it is ≤ 18 percentage
points (2.1 equivalent OR). For this trial there was no accepted minimum clinically important difference.
Therefore, the sample sizes were chosen pragmatically, taking into account the size of effect that would
be likely to influence policy and practice and which might be feasible using this intervention.

Regarding the depression trial, response to treatment using the PHQ-9 was defined as a score of < 10
and a reduction of at least 5 points at 4 months post randomisation. In a previous trial involving a similar
patient group, the response in the control group was approximately 30%.320 Regarding the CVD risk trial,
a previous study reported that 38% of treated hypertensive patients aged 60–80 years in a control group
had a reduced absolute CVD risk at the 12-month follow-up examination.321 If the proportion responding
in the control arm in either of our trials was in the 30–38% range, 240 participants per arm for analysis
would have 80% power (5% alpha level) and 90% power (1% alpha level) to detect differences of 13 and
18 percentage points respectively.

Assuming 20% non-collection of primary outcome data at follow-up, we aimed to recruit 300 patients in
each of the intervention and control groups for each trial or 1200 patients in total.

Descriptive analysis
A full statistical analysis plan was developed and agreed on with the Trial Management Group, the Data
Monitoring Committee and the Trial Steering Committee prior to any comparative analyses. The analysis and
presentation of each trial was carried out in accordance with CONSORT (Consolidated Standards of Reporting
Trials) guidelines.322 Appropriate descriptive statistics were used to compare summary characteristics of
(1) invited patients who did or did not agree to take part, (2) eligible patients who were randomised or not
randomised and (3) baseline characteristics of trial participants by allocated arm. When important imbalances
were observed between intervention and control arms, these variables were included in regression models in
sensitivity analyses.

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

117



Primary analysis
The null hypothesis for the depression trial was that there was no difference in response as measured by
PHQ-9 score after 4 months between the intervention group and the control group. The null hypothesis for
the CVD risk trial was that there was no difference in response as measured by maintenance or improvement
in 10-year CVD risk, estimated using QRISK2, after 12 months between the intervention group and the
control group. Each of these null hypotheses was tested using mixed-effects logistic regression models,
adjusted for site, baseline value of the outcome and general practice (included as a random effect). Including
a random effect at the practice level in the model measures the difference between the number of responses
at each practice and the number of responses over all of the practices. This term accounts for practice-level
differences in response to a treatment effect. Participants were analysed as randomised, regardless of how
much intervention was received, and only participants with observed outcome data were included in these
primary analyses. Effects are presented as ORs, 95% CIs and p-values.

Sensitivity analyses of the primary outcome
We conducted sensitivity analyses of the primary outcome in each trial as follows: (1) simple imputation
of missing outcome data assuming no treatment response; (2) multiple imputation of missing data;
(3) estimation of the treatment effect among compliers; (4) excluding general practice as a random effect;
(5) calculation of QRISK2 score assuming that all participants aged by 1 year at the primary follow-up
(CVD trial only); and (6) further adjustment by time between randomisation and follow-up and baseline
variables imbalanced between arms (depression trial only).

Missing data were imputed using the multiple imputation by chained equation procedure, implemented using
the ‘ice’ command in Stata 13.1. The imputation model for each trial followed recommended practice323 by
including allocation, demographic variables and cost variables without missing data alongside outcome, cost
and utility variables with missing data. The depression imputation model included the following trial outcome
variables: baseline PHQ-9 and GAD-7 scores, as well as data on these variables for all follow-up time points;
variables indicating whether or not participants were currently being prescribed antidepressants (at baseline
and all subsequent follow-up time points); whether or not participants had a history of past depression; and
depression status as measured by the CIS-R. Likewise, QRISK2 scores at baseline and all follow-up time points
were included in the CVD imputation model.

For both trials, the imputation model was stratified by trial arm and the number of imputations was set to
60, which ensured that the number of imputations was greater than the proportion of missing data.324

Predictive mean matching was used to account for non-Gaussian distributions in variables, particularly in
the cost and utility variables included in the imputation model.324 Passive imputation was performed for
categorical outcome models that were functions of imputed variables, such as binary variables indicating
QRISK2 responders in the CVD risk trial. Finally, analysis was performed on the imputed data set in a way
that reflected the variation within and between the imputed data sets in accordance with Rubin’s rules.323–325

To estimate the effect of the Healthlines intervention when received as intended, we estimated the complier
average causal effect (CACE) using principal stratification.326 Participants can be divided into always-takers,
compliers and never-takers. We assumed that (1) the proportion of never-takers is the same in both arms
because of randomisation and (2) the effect among never-takers is the same in both arms. The latter is
equivalent to saying that being randomised to the intervention arm in itself has no effect and the intervention
has an effect only if it is received. For simplicity, we ignored the small number of individuals who received the
Healthlines intervention in error and treated them as if they had not received any intervention. Finally, we
describe compliance with the Healthlines intervention as a three-level variable (none, partial, full), with
number of completed sessions in each category different for the depression and CVD risk trials. The three
resultant categories were composed of the following: contact initiated between zero and up to the first two
intervention encounters (little or none); attempted at least the total number of scheduled encounters minus
one (full; for depression, encounters 9 or 10, and for CVD risk, encounters 12 or 13); and began more than
the first two intervention encounters but less than the total number of encounters minus one (partial;
for depression, encounters 3–8, and for CVD risk, encounters 3–11). However, when estimating the CACE,
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we conducted two analyses for each trial, with compliance as a binary variable and partial compliers
categorised as either non-compliers or full compliers in each case. This allowed estimation of crude ORs and
95% CIs of the intervention effect among compliers.

Subgroup analyses
We conducted subgroup analyses of the primary outcome for both trials by fitting an appropriate interaction
term to the primary regression models. Subgroups of interest in both trials were categorical age (depression
trial: < 40, 40–49, 50–59, 60–69, ≥ 70 years; CVD risk trial: 40–59, 60–69, ≥ 70 years) and sex, as well as
baseline PHQ-9 score (10–14, 15–19, ≥ 20) in the depression trial and baseline QRISK2 score (17–24.9,
25–29.9, ≥ 30) in the CVD risk trial. For the depression trial, baseline CIS-R category (mild, moderate, severe)
and self-reported prescription of antidepressant medication (no/yes) were also analysed as subgroups.
For the CVD risk trial, each of the three modifiable risk factors at baseline (systolic blood pressure: < 140,
≥ 140 mmHg; BMI: < 30, ≥ 30 kg/m2; smoking: current smoker, not current smoker) were also analysed
as subgroups.

A number of additional subgroup analyses of interest were identified during the process evaluation and
are described in the following section. These were not specified a priori and are considered exploratory.
They include treatment effects on the primary outcome according to baseline motivation to participate
(internal motivation: ≤ 5, > 5; external motivation: ≤ 1, > 1) and effects on each of blood pressure, BMI
and smoking at 12 months follow-up according to the presence/absence of each risk factor at baseline.
As for the primary outcomes, these subgroup effects were estimated by fitting appropriate interaction
terms to the regression models.

Secondary analyses
We conducted a repeated measures analysis of the primary outcome, both as binary and continuous
outcomes, using appropriate mixed-effects regression models. We first investigated whether or not the
between-group difference changed over time by fitting an interaction between trial arm and follow-up
time point. In the absence of any such interactions, we report the average between-group effect across all
of the follow-up occasions.

Secondary outcomes were analysed in a similar way to the primary analysis, that is, between-group effects
were estimated using linear or logistic mixed-effects regression models, adjusted for stratification and
minimisation variables and value of the outcome at baseline. Participants were analysed as randomised
without imputation of missing data. No sensitivity analyses were conducted for secondary outcomes.

A range of process of care measures was collected from several different sources to explore the extent to
which different components of the intervention may affect health outcomes in both trials. As covered in
more detail in Chapter 5, the potential causal mechanisms of the intervention are complex in this study.
The intervention is based on a model with several inter-related components, reflecting different concepts,
and there may be multiple ways that any effect on the primary outcomes could be achieved. The focus of
the process analysis was the extent to which the intervention was implemented as intended and whether or
not the key concepts were achieved (and the extent to which this differed from the effects of care received
by patients in the control arm). In this way, if the intervention was effective we may be able to develop
hypotheses about whether or not different components may have been associated with effectiveness,
without claiming any causal link. If the intervention was effective but there was no change in one of the
components, that would suggest that it is not related to effectiveness. If the intervention was not effective,
this analysis will aid understanding about whether this may have been because of implementation
failure (the intervention was not delivered or did not have the desired intermediate effects) or intervention
failure (the different components were achieved but there were no differences in primary or secondary
outcomes). The reports of the main results of the trials in Chapters 8 and 9 describe the primary and
secondary outcomes and the process measures when they are relevant to understanding the delivery of
the intervention.
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Finally, a descriptive analysis of patient safety was carried out. SAEs were categorised and presented by
study arm and were described by number of SAEs reported and, of these, number of related SAEs and, of
these, proportions that were expected/unexpected.

Minimising risk of bias
Allocation was concealed by use of a remote, automated web randomisation system. Blinding of participants,
health professionals and researchers was not possible, although the trial statisticians who assessed the
outcomes remained blinded to treatment allocation throughout. The primary outcome in the depression trial
was self-reported by participants, whereas the primary outcome in the CVD trial was assessed by practice
nurses or HCAs who were blinded to treatment allocation. Nevertheless, it is possible that the practice staff
became unblinded through conversations with participants during the CVD risk assessments and often the
same practice staff carried out the CVD risk assessments and distributed and collected back the blood
pressure monitors allocated as part of the intervention. We acknowledge that patients in the usual care
group might have been able to access similar information from other websites, including NHS Choices.
However, we anticipated that such usage would be much less than in the intervention group because the
latter was directed to these resources by the Healthlines Services staff. Nonetheless, we collected patient
self-reported information about the use of other relevant web-based resources from all participants.

Research governance
Management, operational and academic aspects of the trials were the responsibility of the Trial Management
Group, which met approximately every 6 weeks from the start of the trial until the main analyses were
completed. Conduct of the trials was overseen by an independent Trial Steering Committee and an
independent Data Monitoring Committee. The whole research programme was also overseen by the
Programme Management Group, which included all of the co-applicants on the programme grant and two
patient and public representatives. The University of Bristol was the study sponsor and the study was approved
by the National Research Ethics Service Committee South West–Frenchay (reference no. 12/SW/0009). The
trials were registered under Current Controlled Trials and allocated an ISRCTN as follows: depression trial
ISRCTN14172341 and CVD risk trial ISRCTN27508731.

Patient and public involvement
Two patient and public representatives attended, and were active contributors at, the Programme
Management Group and the independent Trial Steering Committee meetings throughout this phase of the
research programme. Both representatives were recruited from a pool of NHS Direct volunteers. In addition
to directly providing valuable feedback on the study questionnaires and recruiting additional members of
the lay public to review these documents, the representatives provided feedback on study methods and
procedures and the development of the dissemination plan and strategy for the trials.

Economic evaluation methods

Introduction to methods used for economic evaluation
The aim of the economic evaluation was to determine the cost-effectiveness of a telehealth intervention
provided within an existing NHS organisation for LTC management in the two exemplar conditions of
depression and raised CVD risk. The economic evaluation was conducted alongside the two RCTs.

Perspective
Estimates of direct and indirect costs incurred were calculated from the perspectives of (1) health- and
social-care providers [the NHS and Personal Social Services (PSS)], (2) personal costs incurred by participants
and (3) productivity losses because of time off work. Each type of cost was recorded and valued separately
and costs were measured from randomisation until the completion of 12 months of follow-up.
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Form of analysis
Costs were related to outcomes using the following forms of economic evaluation. A cost–consequences
analysis was used to compare costs with a range of outcomes. In the depression trial these were response
to treatment (defined as a PHQ-9 score of < 10 and a reduction of at least 5 points 4 months after
randomisation); change in PHQ-9 depression score; EQ-5D-5L327 score at the 12-month follow-up; and
quality-adjusted life-years (QALYs). In the CVD risk trial the outcomes included response to treatment
(defined as maintenance of or reduction in 10-year risk at 12 months after randomisation); change in
QRISK2 score; EQ-5D-5L score at the 12-month follow-up; and QALYs.

Two forms of cost-effectiveness analysis were undertaken for each trial. The first compared incremental
NHS and PSS costs with the proportion of participants responding to treatment. The second analysis related
incremental NHS and PSS costs to incremental QALYs, which permitted the cost-effectiveness of the
interventions to be compared with estimates of society’s cost-effectiveness threshold (i.e. the opportunity
costs that would result from health foregone elsewhere in the NHS if the Healthlines interventions were
funded). This analysis used values for the cost-effectiveness threshold of £20,000–30,000, as suggested
by NICE.328

As the primary outcome of the CVD risk trial (risk of a CVD event) is not a clinical outcome, and the
12-month period of trial follow-up may not capture all relevant impacts of the intervention on clinical
outcomes, we used cohort simulation modelling techniques to estimate the longer-term effect of the
intervention on cost per QALY over the lifetime of CVD risk trial participants. This modelling is described in
Introduction to long-term cardiovascular disease risk modelling.

Sources of data: outcomes
The sources for the clinical outcomes used in the cost–consequences analyses have been described
previously in this chapter (see Primary outcomes). In the depression trial, participants reported responses on
the EQ-5D-5L instrument at baseline and 4, 8 and 12 months after randomisation. In the CVD risk trial,
responses were reported at baseline and 6 and 12 months. In the absence of a valuation set specific to the
EQ-5D-5L at the time that this analysis was conducted, these responses were valued using the EuroQol-5
Dimensions, three-level version (EQ-5D-3L) value sets using the ‘cross-walk’ values available from EuroQol.329

Quality-adjusted life-years were estimated using the area under the curve method. Imbalance between
the intervention and usual care group values of the EQ-5D-5L at baseline were adjusted for in the
cost-effectiveness analysis using the methods described in Manca et al.330

Sources of data: resource use, personal costs and productivity

Cost of the Healthlines intervention
The resources used to develop the intervention fall into two categories: those that relate to the development
of the Healthlines Service software, that is, the ‘product’, and those that relate to setting up the service to
deliver the content and ongoing support. This distinction is relevant to the future roll-out of such a service;
the analysis here focuses on the setting up and delivery of the service.

The resources used to deliver the intervention were extracted from the electronic systems used by NHS
Direct and from trial records, such as the scheduling diaries of the HIAs. Per-participant resource items
relating to the intervention included the number and length of all telephone calls and the number of
unsuccessful attempts by a HIA to contact a participant. In the depression trial, other resources included
use of the LLTTFi website, use of the designated CBT book Overcoming Depression and Low Mood: a Five
Areas Approach292 and use of the BWW website. In the CVD risk trial, other resources included provision
of a blood pressure monitor. The resources used in setting up the service were identified by NHS Direct
and consisted of staff training and the purchase of licences for LLTTFi and the BWW.
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Direct costs to the health- and social-care sectors: the NHS and Personal
Social Services
Data on the use of primary care and community services were collected, when possible, from GP records.
Data were collected either as direct downloads (such as for prescriptions) or using a proforma data collection
sheet. Data collected included all face-to-face and telephone consultations and home visits by all practice
staff, 24-hour blood pressure monitoring (in the CVD risk trial) and prescribed medication. Information on
prescribed medication belonging to the following groups was collected in the depression trial: hypnotics and
anxiolytics, drugs used in psychoses and related disorders and antidepressants. Information on prescribed
medication belonging to the following groups was collected in the CVD risk trial: lipid-regulating drugs,
antihypertensives, antiplatelet drugs, obesity treatments and treatments for nicotine dependence .

Follow-up questionnaires completed by participants at 4, 8 and 12 months for the depression trial and
6 and 12 months for the CVD risk trial included questions on the use of health- and social-care services
not available from practice records, such as use of out-of-hours services, ambulances, accident and
emergency services, walk-in centres, district nurses and hospital-based care (see Appendix 21, Section 12).

Participant out-of-pocket expenditure
The follow-up questionnaires administered during the trial collected data from participants about personal
expenditure related to their LTC. This included items such as the use of private health care, complementary
or alternative therapies and self-help materials. In the depression trial questionnaire this included queries
related to consultations with private psychiatrists and the use of online or computerised CBT programmes
and in the CVD risk trial questionnaire this included queries related to the purchase of exercise equipment
and attendance at weight loss classes (see Appendix 21, Section 12).

Lost productivity and financial impacts
The follow-up questionnaires also asked participants to self-report any time off work as a result of their
health condition or for health-care appointments/visits. The questionnaires included questions on working
status (e.g. full-time, retired) and the amount of lost income incurred as a result of depression or CVD risk
in the respective trials (see Appendix 21, Section 12).

Valuation of resources
The principal sources used in the valuation of resources were national reference cost sources and
questionnaire responses. When information was not available from these sources, estimates were taken
from published estimates and other literature. These sources are detailed in the text below and in
Appendices 22 and 23. Costs are reported in 2012/13 UK pounds.

Costs of the Healthlines interventions
The elements of resource use that contributed to the costs of the interventions are summarised in Table 15.
The principal cost involved in providing the interventions was the salary of the HIAs. All HIAs were remunerated
at band 4 of the NHS salary scale.331 Salary levels and related costs (such as on-costs and capital-related costs)
were estimated using the methods of Curtis;332 these were adjusted for a 40-hour working week, to reflect the
actual working hours of HIAs, and an appropriate estimate of non-contact time, to estimate the cost per hour
of participant contact time.

Non-contact time was estimated from anonymised HIA work diaries relating to the period 1 May to
30 June 2013. These 2 months were considered to be representative of workload and case mix during the
period for which the intervention was operating. The diary entries classified the working days of each HIA
on duty into the following categories: encounter completed, encounter incomplete/DNA (did not attend,
meaning that the participant did not answer the telephone), paid break, unpaid lunch, appointment
booked, meeting, auditing, administration, mentoring and training and sickness. The categories of
encounter completed and encounter incomplete/DNA were taken to be participant contact time and the
remainder were assumed to be non-contact time. The ratio of contact to non-contact time was estimated
to be 2 : 1 based on an analysis of the diary data. The HIAs indicated that this ratio did not differ between
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the two participant groups (depression and CVD risk) and hence the basic cost per hour of participant time
was estimated to be the same in both trials.

In addition to the basic cost per hour of participant time, differences between the costs of serving the two
groups arose when considering the training of the HIAs, licences purchased and consumables. HIAs
received initial and ongoing training from a nurse-grade trainer, the cost of which was incorporated into
the cost per hour of HIA time. The initial training was assumed to last for 3 years. HIAs were trained in
both the depression and the CVD risk software together. The CVD risk software was more complex and
training for this took longer, so this was reflected in our cost estimates. Extra training was provided by a
consultant psychiatrist in the use of the LLTTFi package, which was available to depression participants,
and this was included in the analysis in the same way as was the initial nurse training. The purchase of a
licence for LLTTFi was included by apportioning the cost across all depression encounters and the cost of
the CBT book and DVD was allocated to those participants who chose to use them. Use of the BWW
website was provided at no cost in the trial, but sources at the organisation provided a realistic cost, which
was included in the analysis. Some CVD risk participants were provided with a blood pressure monitor to
use at home, the costs of which were included on a per-patient basis as an upfront cost.

Primary care and community health and community services
The source for primary care consultation costs and community health services costs was Curtis,332 except
when stated otherwise. The details of these services and associated costs are provided in Appendix 22.

Hospital-related services
The costs of hospital-related services, including accident and emergency and ambulance services, were
based on NHS reference costs 2012/13333 and Curtis332 (see Appendix 23). Costs were reviewed by a
clinician (CS) prior to analysis to ensure that only costs relevant to either mental health or CVD risk
were included. For example, a patient in the CVD risk trial reported day care in a NHS hospital for eye
complications associated with diabetes and blood pressure following a retinal scan and this resource use
was retained in the analysis and costed as a non-admitted ophthalmology face-to-face consultation.

TABLE 15 Unit costs of a Healthlines intervention consultation

Element of intervention cost Depression (£) CVD risk (£)

Basic HIA annual salary (band 4) 20,638.00 20,638.00

HIA on-costs: National Insurance and superannuation 4827.00 4827.00

HIA overheads 35,417.00 35,417.00

HIA cost per hour 23.61 23.61

Training cost per HIA per hour 0.53 0.61

Ratio of contact to non-contact time 2 : 1 2 : 1

Adjusted cost per hour of HIA time 36.22 36.34

LLTTFi licence 3000.00 NA

CBT book per book 52.85 NA

BWW licence per participant using 60.00 NA

Blood pressure monitor NA 37.50

NA, not applicable.
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Personal costs of participants and carers

Personal expenditure
Categories of personal expenditure included over-the-counter purchases of medication and therapies and
private health-care use. These were valued using participants’ responses to follow-up questionnaires.

Welfare benefits
Estimates of disability benefits provided as a consequence of mental health or emotional problems
(depression trial) or having high blood pressure or high cholesterol, smoking or being overweight
(CVD risk trial) were provided by participants in follow-up questionnaire responses.

Loss of earnings
Participants provided direct estimates of the impact of either depression or CVD risk on loss of income and
time off work in answers to follow-up questionnaire.

Productivity
Productivity costs were calculated by valuing participant reports of work absence as a result of their
condition at median hourly earnings (£11.59) using the Annual Survey of Hours and Earnings 2013 from
the Office for National Statistics.334

Prescribed medication
Medication costs were based on prescriptions issued during the year from randomisation to the end of
follow-up. Prescription costs were related to the study data using Prescription Cost Analysis, England
(PCAE).335 Relevant drugs (those issued for treating and managing depression and CVD risk) were identified
by the primary investigator (CS). The generic name for each drug was used, if available, as this was likely
to reflect what would be prescribed by general practices. Brand name versions were used otherwise.

For each drug listed in the medication records, the net ingredient cost per quantity from PCAE was
used to uniquely identify each entry. The net ingredient cost per quantity provided a single unit cost
(e.g. for one tablet, one capsule or 1 ml) for each prescribed drug. This was multiplied by the unit quantity
(e.g. 28 tablets, 150 ml) for each listed prescription to give a total cost for each prescription. All drug
preparations in the form of sachets and liquids were checked against the British National Formulary (BNF).336

Analysis
Per-participant costs and QALYs were estimated from the sources described in the previous sections.
A cost–consequences matrix was constructed for each trial. The cost-effectiveness analysis was conducted
from the perspective of the NHS and PSS.

The sensitivity of the results to the inclusion of certain costs was also tested in each trial. The base-case
results used data generated through multiple imputation (see Missing data and imputation), but
cost-effectiveness in complete cases was also calculated as a sensitivity analysis for the main results in
each trial.

In both trials, the main cost-effectiveness analyses were rerun excluding NHS costs collected from participant
questionnaires as a sensitivity check on the main results. These costs relate to resource use, such as district
nurse home visits, overnight hospital stays and ambulance use. The rationale for the exclusion of these
costs was to assess whether or not resource use based on patient recall had a material influence on the
conclusions of the economic analysis. Additionally, elements of the cost of the intervention in the depression
trial were subject to deterministic sensitivity analysis to account for potentially lower costs if the intervention
was deployed throughout the NHS. All analyses were conducted using Stata 13.1.
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Missing data and imputation
Missing data are important for cost-effectiveness analysis because cost and QALY data are constructed using
cumulative sums of responses to cost and quality of life questionnaires and from sums of resource use from
other data sources across all follow-up time points. Missingness in data relevant to the cost-effectiveness
analysis arose in the trial for a number of reasons. Medical records, obtained from general practices, were
incomplete in a very small number of cases (< 0.5% across both trials). Questionnaires were sometimes
unavailable (because participants had not returned them) or were only partially completed.

Missing data were addressed in two ways. The first method used mean imputation for variables that had
very low levels of missingness and were unlikely to be major cost drivers for the analysis overall. Mean
imputation was used for the very small fraction of participants with incomplete primary care data (< 0.5%
of all randomised participants in both trials, representing 10 patients overall). This incompleteness arose
because patients declined consent for their records to be accessed or moved away from the practice with
which they were associated at the time of randomisation.

Available cases, as reported in Chapter 10, were defined as cases for which it was possible to sum across
all data sources, including questionnaires, for all follow-up time points for the resource use, cost or quality
of life measure concerned. This meant that the number of available cases for a particular resource varied
by question. Available cases were not used for cost-effectiveness inference, although they are referred to
descriptively in cost–consequence matrices and elsewhere in summary tables in Chapter 10.

Complete cases for the purposes of economic analysis were defined as a subset of available cases.
Complete cases, after the pre-imputation data cleaning described above, had complete data on all cost
items and all health-related quality of life items, to enable full cost-effectiveness inference to be
conducted. However, using only complete cases in analysis is equivalent to an assumption that data are
missing completely at random and may lead to bias, whereas ignoring a proportion of available data is
likely to be inefficient. Data from multiple imputation were therefore used as the second means to address
missing data to inform the base-case cost-effectiveness results in each trial.

The same imputation models were used for the main trial analyses and for the economic analyses. Costs
were imputed at the level of aggregate cost categories (primary care costs, medication costs, intervention
costs, PSS costs and remaining NHS costs), rather than as individual resource use items. Health-related
quality of life utility measures at each time point were imputed, which were then used to generate
QALY measures.

Cost-effectiveness analysis was performed on the imputed data set in a way that reflected the variation
within and between the imputed data sets in accordance with Rubin’s rules.323–325 The economic analysis of
cost-effectiveness on the imputed data was based on the methods and discussion in Faria et al.324 – both
seemingly unrelated regression analysis and bootstrapping (based on 5000 model iterations) were used to
produce incremental cost-effectiveness ratios (ICERs) and cost-effectiveness acceptability curves (CEACs).
The regression analysis was used as the basis for the main cost-effectiveness results.

Uncertainty
Both bootstrapping and regression analysis were used to characterise the level of uncertainty around point
estimates of the ICER. Five thousand bootstrap replicates of the ICER were constructed by sampling, with
replacement, from the original data and were used to generate cost-effectiveness planes. Cost-effectiveness
statistics, such as net monetary benefit (NMB) mean estimates and associated CIs, were calculated
parametrically from the regression output.

Discounting
Costs and outcomes in the trial-based analyses reporting at time horizons of up to 12 months were not
discounted. Discounting for the long-term CVD risk modelling is described in Model perspective and
discount rate.
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Introduction to long-term cardiovascular disease risk modelling
The primary clinical outcome of the CVD risk trial was 10-year risk of a cardiovascular event, estimated
using the QRISK2 prediction algorithm. A 10-year period is substantially longer than the follow-up period of
the trial, but may be shorter than the actual duration of the effect of the intervention on patient health.
The principles of economic evaluation337 and NICE guidance328 require that studies adopt a time horizon
that is sufficient to reflect costs and effects that may differ between intervention and usual care groups.
Data from the trial and from other sources were therefore used to develop and populate a state transition
cohort simulation model to estimate the cost per QALY of the intervention over periods up to and including
the lifetime of the CVD risk trial population. A similar model was not attempted for the depression trial in
the absence of a comparably comprehensive set of economic and epidemiological data needed to populate
a lifetime economic model.

The state transition cohort simulation model
The cohort simulated was a hypothetical population of patients with risk profiles that reflect those of the
Healthlines CVD risk trial population. The extent to which the intervention was successful in altering
modifiable risk factors between trial arms over the period of follow-up was used as a basis for simulating
the costs, utility and mortality pathways experienced over the lifetime of the simulated cohort. The model
is based on modified and updated versions of models used and described in previous health technology
assessments in the area of CVD risk.338,339

The model consists of a number of discrete and mutually exclusive health states, each of which is associated
with the presence or absence of a particular CVD-related health condition or with death. Events, such as a
stroke, establish the state to which an individual patient in the cohort is assigned at any moment in time.
The probability of a primary, or initial, event was determined from incidence data, whereas the probability
of moving from one state to another was determined by transition matrices calculated primarily from
epidemiological data.

Sequences of particular types of health experienced by members of the cohort established the simulated
clinical pathway of patients. Different sequences of events, averaged over the entire cohort modelled in
each arm, give rise to differences in cost, utility and mortality. This probability-weighted averaging involves
identifying how many patients are in a particular health state at a moment of time, for how long patients
have been in particular states and the consequences of membership of each health state. This information
permits the calculation of QALYs and costs for each arm and thus ICERs and net benefit statistics.

A total of 1000 iterations of the model were run in a Monte Carlo simulation in which values of input
parameters were varied simultaneously. Each iteration took a value from the probability distributions assigned
to the input parameters of the model. Probabilistic sensitivity analysis was used to quantify the uncertainty
around the post-estimates of cost-effectiveness measured by the net benefit statistic. The model was
implemented in Microsoft Excel 2013 and was based on an earlier Microsoft Excel model used in Ara et al.338

Cohort size and characteristics
A cohort of 1000 patients was simulated, including one cohort for each arm of the trial and one for each
sex. Baseline characteristics of the cohorts reflected those in the CVD risk trial participants. For each arm,
the weighted average of male and female results was calculated to obtain an overall estimate of
cost-effectiveness.

Definition of cardiovascular disease events and model states
Each patient enters the model in an ‘event-free’ state, meaning that no patient had a diagnosis of any
CVD condition. This is consistent with the inclusion criteria of the trial and reflects the basis on which the
QRISK2 algorithm was constructed. The output of the QRISK2 algorithm used in the trial is the risk of the
first instance of CVD in a 10-year period. In practice, specific episodes of CVD differ in their impact on
mortality, quality of life and cost, and may recur following an initial event, and these differences needed to
be reflected in the simulation model.
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It was necessary, therefore, to convert the 10-year predicted risk of any event into the risk for a specific
first event in a single year. As a first step, 10-year risk was converted into an annual risk. The second step
converted this risk into the risks of specific events as follows: CVD was defined for the purposes of
constructing the QRISK2 algorithm as CHD (angina and myocardial infarction), stroke or TIA. These
instances of CVD were used to define events in the simulation model, except that stable and unstable
angina were distinguished as separate events. Data on the incidence of all of these conditions, described
in Incidence rates for primary events and annual growth of QRISK2 scores, were used to define the
probability of a first specific event by age and sex by distributing the overall age-adjusted risk of any first
event outputted by the QRISK2 algorithm for each arm of the trial into its component parts.

The probability of moving between different states was initially determined by the interaction of baseline
risk characteristics and age-dependent, time-dependent transition matrices. Data on the transition from a
first (event-free) health state to subsequent health states were taken from the different sources described
below. Together, the initial event-free state, the primary states (i.e. the first state after the event-free state)
and subsequent or secondary health states (i.e. all states after a primary state) define the complete set of
possible states into which patients may transition over the course of their simulated ‘life’. The set of states,
and the permitted transitions between them, are informed by a combination of clinical feasibility and data
availability (Figure 13).

Primary states

Event free

Secondary states

Stable angina

Unstable angina

Non-fatal AMI

TIA

Non-fatal stroke

Fatal CVD event

Death from other causes

Initial state

Annual cycle

Post stable angina

Post unstable angina

Post non-fatal AMI

Post TIA

Post non-fatal stroke

Unstable angina

Non-fatal AMI 

Non-fatal stroke 

Fatal CVD event 

Death other causes

FIGURE 13 Cardiovascular disease risk simulated model states. AMI, acute myocardial infarction. This figure is based
on Figure 27 in Ward et al.340 Contains information licensed under the Non-Commercial Government Licence v1.0.
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Transitions differed by age and sex. The list of permitted transitions between states is described in
Appendix 24 (see Box 6). Patients remained in each ‘state’ until a different state occurred.

Each patient was constrained to experience no more than three CVD ‘events’ over the course of their
lifetime. This assumption was partly guided by model tractability and the consideration that, in practice,
few of the 1000 patients simulated approached three events. Therefore, the assumption is not likely to
influence cost-effectiveness conclusions. A similar assumption was used in the study by Ara et al.338

Cycle length
The cycle length of the model was 1 year. A cycle distributes members of the simulated cohort to mutually
exclusive states, each of which was defined by the events described above. Patients cycled at annual
intervals through a finite number of health states until they died or reached age 100 years, at which point
they were assumed to die. A half-cycle correction was applied to both costs and outcomes.341

Model perspective and discount rate
A UK NHS perspective was adopted. The personal costs borne by patients in managing their condition or
receiving treatment were not calculated, nor were wider impacts on society such as productivity effects.
Modelled costs and outcomes were both discounted at 3.5%, in line with NICE recommendations.328

Duration of the effect of the intervention
In the absence of information about the duration of effect of the intervention beyond the end of the
12-month follow-up, the difference in lifetime CVD risk between trial arms, estimated by the QRISK2
algorithm, was modelled in a number of scenarios and the implications for cost-effectiveness compared.
The scenarios were defined by assumed durations of intervention effect of 1, 2 and 5 years and for the
remaining life of the modelled patients up to and including age 100 years. For example, if the assumed
duration of the intervention effect was 2 years, then after 2 years any benefit of the intervention would
have ‘disappeared’ – in practical terms, this would mean that the intervention arm would have a lower
risk for 2 years if indeed the intervention was shown to reduce the QRISK2 score, but the risk would be
indistinguishable between arms (controlling for age and sex) once this 2-year period had expired. The same
logic applies to different durations of effect: once the duration of the effect had expired, however long this
duration of effect was modelled as persisting, it was assumed that there would be no difference in the risk
faced by individuals in each arm of the trial, with intervention patients facing the same risk as usual care
patients. The exception to this assumption was a permanent duration of effect persisting for the remaining
lifetime of patients. To avoid sudden jumps at the point at which the intervention ends, the model used a
smoothing adjustment that calculated the average score of the intervention risk and usual care risk for the
year after which the duration of effect expired – this allowed for the intervention risk to more slowly adjust
to the usual care arm risk, rather than jumping immediately to a higher risk. This approach to modelling
different durations of effect is comparable to that taken by Mistry et al.,342 who adopted a similarly
‘agnostic’ approach to the extrapolation of effect beyond the end of follow-up in a CVD-related
intervention modelled using a similar type of simulation model.

Annual growth in QRISK2 score
Patients enter the model with a known age and QRISK2 score, corresponding to the average values of
these parameters in each arm of the trial. These scores are incremented for each subsequent year of life
(corresponding to the annual cycle length of the model) by a background growth rate in QRISK2 score.
This background growth rate was obtained from the growth rates in annual risk in males obtained from
the QRISK2 algorithm when all input factors other than age were held constant. Input values used for this
exercise assumed that patients did not have any of the clinical conditions assessed during calculation of
risk (such as atrial fibrillation) and were non-smokers and used values imputed by the algorithm itself for
information on patient characteristics, such as cholesterol-to-HDL ratios, systolic blood pressure, BMI
and ethnicity.
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The growth risk in men was used for both men and women. This is because the 10-year or annual CVD
risk is higher for men than for women, holding all other variables constant, at all ages. The growth rate in
female risk at younger ages is higher than that for males at younger ages because the level of the former
risk is lower than the level of the latter risk, but these differences narrow with age. It was observed in
model development that risk levels in women exceeded those in men when extrapolating from the levels
of risk estimated in the trial. The solution adopted to this issue was to use male growth rates for both men
and women, which constrained female risk levels to below male risk levels at all ages. It is conceivable that
risk grows more slowly when the level of risk is already high, or it may continue to grow more quickly
than in the general population. It is also plausible that risk may change with age and with changes in the
underlying risk behaviours that determine overall CVD risk. On balance, the approach adopted appeared to
offer a reasonable and conservative compromise between these different considerations.

The QRISK2 algorithm is not validated for ages beyond 84 years. As a proportion of patients in the simulation
will reach ages beyond 84 years, it was necessary to make an assumption about how risk would change
beyond this age. A ‘healthy survivors’ effect would suggest that risk may have plateaued; alternatively,
risk may continue to increase given how important age is to the level of risk at ages younger than 85 years.
For the base-case analysis, risk was increased for ages beyond 84 years by extrapolating the 10-year risk by
1% per annum. This 1% figure was obtained from an ordinary least squares (OLS) regression of 10-year
QRISK2 scores on ages between 45 and 84 years.

Incidence rates for primary events and annual growth of QRISK2 scores
Incidence rates for primary events were used in the model to calculate the probability of a primary CVD
event – stable angina, unstable angina, acute myocardial infarction (AMI), stroke or TIA. They were used to
disaggregate the risk of any such event – calculated for each trial arm by the QRISK2 algorithm – into the
risk of one of the component events.

Incidence of stable and unstable angina
The incidence of angina by age decile and sex was taken from British Heart Foundation CHD statistics
2012,343 using the data reported for England. This incidence was split into incidences of stable (77%) and
unstable (23%) angina using the incidence of exertional and unstable angina reported in the study by
Sutcliffe et al.,344 which reported incidences of varieties of CHD in people aged 25–74 years in the Bromley
Health Authority. Applying this split assumes that the relative incidence of stable and unstable angina is
the same for each age group.

Incidence of non-fatal and fatal acute myocardial infarction
The incidence of AMI was taken from British Heart Foundation CHD statistics 2012,343 using the data
reported for England. Incidence is reported by age bands, as is the case fatality rate. Applying the case
fatality rate allows fatal and non-fatal incidence to be distinguished.

Incidence of fatal and non-fatal stroke
The incidence of a first ever stroke was taken from the study by Wang et al.,345 using the incidence rates
in the white ethnicity group (approximately 99% of participants randomised to the CVD risk trial in the
Healthlines study were of white ethnicity). Incidence rates were split into male and female rates using data
from the same study. In the absence of specific information in the study by Wang et al.,345 the mortality
rates for strokes (11.3% for men and 18.6% for women) were taken from data on 56-day mortality after
first stroke reported in the study by Lee et al.346 and were assumed to apply equally to all of the age bands
reported in the study by Wang et al.345

Incidence of transient ischaemic attack
The incidence of TIA was taken from British Heart Foundation stroke statistics 2009,347 which are based on
data from the Oxford Vascular Study.348
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Summary of incidence rates of primary events
The incidence rates of the seven primary CVD events per 1000 individuals by age band and sex are
provided in Appendix 25 (see Tables 136 and 137). For each age band, the data in Tables 138 and 139
(see Appendix 25) show the proportion of the annual QRISK2 risk that is accounted for by the specific
primary CVD events or conditions separately by sex.

Transitions and secondary events
Incidence rates for primary events describe the probability of transitioning from the event-free state, in
which all patients enter the model, to a first CVD event. Subsequent transitions require estimates of the
probability of experiencing secondary events after a primary event and after other secondary events.

The model used the probabilities from the study by Ara et al.,338 one of the studies on which the model itself
was based. The probabilities were obtained by Ara et al.338 using a two-stage regression analysis. In the first
stage, logistic regression was used to estimate the probability of experiencing any type of secondary event.
In the second stage, this probability was disaggregated using multivariate regression to give a distribution
across event types, conditional on an event occurring. The same methodology was used for all subsequent
events. The transition probabilities differ by age and sex. The values of these probabilities, and the data
sources used in their construction, are described in detail in the study by Ara et al.338

Utility
Each health state in the model is associated with a specific level of utility. For the ‘event-free’ state, this
utility equals the age- and sex-adjusted utility of the general population.349 For other health states, this
baseline utility is modified by the utility impact of the specific condition or event that defines one of the
model’s mutually exclusive states. QALYs were adjusted to account for the difference between arms
observed at the end of trial follow-up.

The work of Ara and Brazier350 was the principal source for most of the utility values used. Ara and Brazier350

used data from the Health Survey for England (HSE), an annual survey that uses random sampling of every
private household address in England. The 2003 and 2006 surveys asked questions about history of CVD, with a
random sample of respondents asked to complete the EQ-5D. Baseline utility was estimated by Ara and
Brazier350 from individuals who reported no history of angina, heart attack or stroke (n= 25,080). An OLS
regression was estimated to relate EQ-5D scores to age and sex. Results from the model so obtained
(EQ-5D= 0.9454933 + 0.0256466 ×male-0.0002213 × age + 0.0000294 × age2) are summarised in Figure 14.
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FIGURE 14 Baseline utility of health states in the CVD risk simulation model by age and sex.
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This baseline utility corresponds to the utility experienced by individuals in the ‘event-free’ health state.
For example, a man aged 67 years is estimated to have a utility of 0.82 (out of a maximum possible utility
of 1) in the event-free state, whereas a woman aged 69 years is estimated to have a utility of 0.80 in the
event-free state.

Ara and Brazier350 calculated state utility values for angina, heart attack and stroke as follows. Data from
individuals who reported a history of one of these CVD conditions was assumed to be representative of
individuals who had a first ever primary CVD event. Individuals who reported more than one such condition
were assumed to be representative of individuals who had more than one CVD event. Individuals who
reported CVD events within the 12 months preceding the survey date were assumed to be representative of
patients who recently experienced that event, whereas individuals who reported experiencing the event in
question > 12 months before the survey were assumed to be representative of patients in the ‘post-event’
state. For example, patients who reported a stroke in the last 12 months were estimated to have a utility of
0.626 whereas those who experienced a stroke > 12 months before the survey date were estimated to have
a utility of 0.668. The impact of histories of multiple CVD conditions was calculated in a similar way. In the
absence of evidence to the contrary, the utility impact of a first secondary event was assumed to be the
same as that of a subsequent event of the same type, for example a first secondary stroke was assumed to
have the same utility impact as that of a subsequent stroke.

Ara and Brazier350 provided utility values for angina, heart attack, stroke and the baseline ‘event-free’
health state. Other sources were used to distinguish between stable and unstable angina and to provide
estimates for TIA utilities. It was assumed that the angina utility value reported in Ara and Brazier350 related
to stable angina. An estimate for unstable angina was obtained by assuming that the ratio of 90% for
stable to unstable angina utilities was the same as that reported in Ara et al.338 Data on TIA utilities were
taken from the study by Luengo-Fernandez et al.351 This study was based on the Oxford Vascular Study, a
UK study that followed up stroke and TIA patients for 5 years and calculated EQ-5D utilities using the UK
valuation. A table of health state utility values is provided in Appendix 24 (see Table 135).

Utility calculations were based on multiplicative adjustments to baseline utility. This assumes a constant
proportional effect of specific conditions on baseline utility. This has been shown to be similar to additive
models (which assume a constant additive effect of conditions on baseline utility) and appears to be more
suitable than minimum models for the analysis of CVD-related health states.350

To account for uncertainty in mean utility values, the condition-specific utility values (the numerator
in the ratio used to create a multiplier) were drawn from univariate normal distributions in line with the
suggestions of Ara and Wailoo.349 Information on the variance structures associated with the baseline
utility equations was not available. The utility of the health states was constrained to be no greater than
that of the associated ‘post’ health state. For example, this meant that having an AMI in one model
cycle was associated with a greater utility decrement than the utility decrement of the ‘post-AMI state’.
Further information on utility sources and assumptions is provided in Appendix 24.

Mortality
Patients modelled in the simulation face an annual risk of death from non-CVD causes, as well as the CVD
causes explicitly modelled. The risk of death from non-CVD causes was calculated for men and women
from Office for National Statistics interim life tables.352 The most recently available year for which data
were available was 2012. A standardised mortality ratio was calculated by age and sex excluding
CVD-related ICD-10 codes I20–I25 (ischaemic heart disease) and I60–I69 (cerebrovascular diseases).
All-cause mortality data used in the model were based on draws from a univariate normal distribution.

Costs
A number of costs of treatments and health states were used in the cohort simulation model (see
Appendix 26), as distinct from the costs described above concerning intervention-related costs collected as
part of the Healthlines CVD risk trial. Many of the costs were based on estimates contained in the studies
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by Ward et al.340 and Ara et al.339 These technology assessments undertook systematic reviews to identify
cost information. For the present study, more recent cost estimates were investigated, used and updated
when appropriate and noted in Appendix 26.

Summary of health state costs
Health state costs were taken from a number of different sources and entered the model as random draws
from the distributions described in Appendix 26. Mean costs are described in Table 16. To account for
uncertainty, mean cost, information on variance and published CIs were used to parameterise a gamma
distribution for each cost, from which the cost used in a single iteration of the model was a random draw.

The proportion of patients prescribed particular types of medication (see Appendix 26) were subject to
random draws from a beta distribution for each iteration of the model, with the alpha scale parameter set
equal to the proportion of patients described in each case.

Trial cost data measured during the 12 months of follow-up were used for the first year in which the
simulation model was run. The model did not account for costs that fall outside the health system.
This could be important for conditions such as stroke, for which the consequences of long-term disability
can have material cost implications.

Sensitivity of the simulation model results to trial costs and quality-adjusted
life-years
An alternative specification of the simulation model considered only the intervention cost from the trial,
excluded other trial follow-up costs and did not include any adjustment for the QALY difference observed
between arms in the trial. This sensitivity analysis was intended to investigate the effects of the intervention
in modifying QRISK2 alone, at the cost of the intervention. This assumes no difference in costs between arms
other than differences in intervention costs and disregards utility data from the trial in the initial year of the
simulation. The analysis was intended to isolate the effect of the intervention on QRISK2.

Process evaluation methods

We undertook a process evaluation alongside both trials. At the start of the Healthlines programme,
we viewed this process evaluation as an embedded qualitative component of the trial.283 The design was a

TABLE 16 Mean costs of health states in the CVD risk simulation model

Health state Mean cost (£)

Stable angina 606.08

Stable angina in subsequent years 356.37

Unstable angina 4323.65

Unstable angina in subsequent years 452.55

Non-fatal AMI 3362.44

Post non-fatal AMI 356.37

Fatal AMI 1846.14

TIA 3963.12

TIA in subsequent years 1379.54

Non-fatal stroke 8989.26

Non-fatal stroke in subsequent years 1975.67

Fatal stroke 9493.40
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qualitative interview study of staff involved in delivering the intervention, staff involved in delivering
primary care to trial participants and participants in the intervention arm of each trial. As the programme
progressed, we took a wider view of the content of the process evaluation, based on new MRC guidance
on process evaluations,353 that is, we drew on both quantitative and qualitative data that we had collected
about processes related to the intervention and the trials to address the three themes of a process
evaluation: implementation, mechanisms of impact and context.353,354

Implementation considers what intervention is delivered in practice.353 The focus includes fidelity (whether
or not the intervention was delivered as intended), dose given (the quantity of intervention delivered) and
dose received (uptake). Mechanisms of impact consider how the intervention, as delivered in practice,
brings about change in the desired health outcome. Quantitative data can be used to test hypothesised
causal pathways and qualitative methods can be used to better understand these pathways. This can help
to identify evidence supporting the theory-based pathways, so that any effects might be replicated by
similar future interventions; breaks in a proposed causal pathway, which challenge the original theory
underlying the intervention development; or unanticipated mechanisms. Context focuses on how the
setting affected either the implementation of the intervention or outcomes.

Qualitative interview study

Design and setting
The design was a qualitative interview study of staff involved in delivering either the intervention or
primary care to trial participants and of participants in the intervention arm of each trial. Interviews were
selected as the method of data collection because they allow in-depth exploration of how individuals think
and feel about an issue. Interviews were undertaken in 13 of the 43 trial general practices sampled from
two of the three larger areas in the trial (south-west and north of England).

Conceptual framework
We did not work with a single conceptual framework, but rather combined three that were relevant to the
study. First, as we were undertaking this qualitative study as part of a process evaluation alongside a trial
of a complex intervention, we considered the three key themes relevant to process evaluations of complex
interventions: implementation, mechanisms of impact and context.353 The complex intervention was
telehealth for LTCs and so we were influenced by the findings of the evidence synthesis reported in
Chapter 2. Finally, the intervention was theory based and thus we were influenced by components of
that theory.250

Sampling
We interviewed 21 staff and 24 trial participants. We sampled NHS Direct staff purposively to include
those delivering the intervention to participants (HIAs, n = 4), those offering technical expertise for
intervention development and refinement (n = 1) and those involved in team management and strategic
management in the organisation (n = 3). We planned to sample six general practices, selected to include
practices with populations with varying levels of deprivation. However, we had to widen our original
sample from six to 13 general practices because it proved difficult to recruit primary care staff and trial
participants from the original set of practices. Within these 13 practices, we sampled purposively to reflect
the range of relevant professionals offering primary health care to participants within the intervention arm
of the trials, including GPs (n = 6) and practice nurses or HCAs (n = 7). We sampled trial participants
purposively from the intervention arm of the trials to ensure that half of the interviewees were in the
depression trial (n = 12) and half were in the CVD risk trial (n = 12). We then used maximum variation
sampling so that trial participants of different sex, age and levels of PHQ-9 and CIS-R scores or types of
CVD risk factors were interviewed. We also interviewed a small number of trial participants who had
withdrawn from the depression intervention (n = 4), because this withdrawal rate was higher than that for
the CVD risk intervention.
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We approached staff at NHS Direct whom senior managers from the organisation had identified as having
experience of the intervention. We wrote to GPs and practice nurses in participating practices asking for
consent for an interview. We contacted trial participants who had consented to participate in the interview
study during the trial recruitment process. Written informed consent was received from all interviewees.

Data collection
We interviewed NHS Direct staff delivering the intervention in July 2013, around 12 months after the first
depression participant was randomised and 6 months after the first CVD risk participant was randomised.
This allowed staff to reflect back over early delivery of the intervention, as well as later stages of intervention
delivery. We interviewed primary care staff at different times of the trial period to obtain a mix of views at
an early and later stage of intervention delivery. We interviewed trial participants after at least 4 months
(depression) or 6 months (CVD risk) of experiencing the intervention to allow us to obtain reflections on
different stages of patient care. This was after the primary outcome measure had been collected in the
depression trial (4 months) and after one of the secondary time points in the CVD risk trial (6 months). Trial
participants who had withdrawn from the intervention were interviewed within 5 months of recruitment.

Interviews with NHS Direct and primary care staff took place at their workplace or by telephone according to
convenience, whereas interviews with trial participants took place at their home or at their local university
participating in the trial (Bristol or Sheffield), according to preference. In each case, the focus of the interviews
was on the intervention: its perceived utility, problems arising and issues that enhanced or hindered its
operation in practice (see topic guides in Appendices 27–29). In addition, some of the components of the
theory underlying the intervention were explicitly explored: engagement, self-management, treatment
optimisation and co-ordination. Interviews lasted on average 58 minutes for trial participants, ranging from
21 to 124 minutes, and 45 minutes for staff, ranging from 16 to 88 minutes.

Analysis
Interviews were digitally recorded and transcribed verbatim. The framework approach was used to analyse
the data.355 In accordance with stage 1 of this approach, we read some transcripts from each type of
interviewee for familiarisation. Stage 2 involved constructing a thematic framework based on reading
these transcripts and the three themes identified within the MRC guidance on process evaluation:353

implementation, mechanisms of impact and context. The thematic framework was also informed by a
framework for the use of qualitative research alongside trials, which added themes concerning the trial,
outcomes and the health conditions under study.356 Subthemes of the theme mechanisms of impact were
informed by the components of the TECH model: engagement, promoting self-management, treatment
optimisation, care co-ordination, partnership and context.250 Familiarisation with the transcripts highlighted
the relevance of the realist synthesis mechanisms identified in Chapter 2 (relationship, fit and visibility)125

and these were added as subthemes. In stage 3 of the framework approach, we coded all transcripts to
the thematic framework, adding emerging subthemes throughout this process. We then read all of the
text within each subtheme, paying attention to which interviewees contributed to each subtheme. The
final stage of the framework approach, mapping and interpretation, involved consideration of themes and
subthemes in the context of learning from previous work packages of the programme and other literature.

As recommended, the analysis was undertaken prior to any team member knowing the outcomes of the
trials.357 In September 2014, a written draft of the findings was discussed by the wider team involved in
the final phase of the programme. Once the trial outcomes were known in December 2014, we used the
findings to help explain the outcomes of the trials.
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Chapter 8 Results from the depression trial

Some of the material in this chapter was adapted from Salisbury C, O’Cathain A, Edwards L, Thomas C,
Gaunt D, Hollinghurst S, et al. Effectiveness of an integrated telehealth service for patients with depression:

a pragmatic randomised controlled trial of a complex intervention. Lancet Psychiatry 2016;3:515–25.358

Copyright © Salisbury et al. This is an Open Access article distributed in accordance with the terms of the
Creative Commons Attribution (CC BY 4.0) license, which permits others to distribute, remix, adapt
and build upon this work, for commercial use, provided the original work is properly cited. See:
http://creativecommons.org/licenses/by/4.0/.

Abstract

Background: Many countries are exploring the potential of telehealth interventions to help manage the
rising number of people with chronic conditions. However, evidence of effectiveness of telehealth is
equivocal. Based on an evidence-based conceptual framework, we developed an integrated telehealth
service (the Healthlines Service) for chronic conditions and tested it in patients with depression.

Methods: This pragmatic, multicentre RCT compared the Healthlines Service for depression plus usual care
with usual care alone. The service consisted of regular telephone calls from non-clinical trained health
advisors following standardised scripts generated by interactive software. Advisors supported participants to
use a range of online resources (including computerised CBT) and sought to encourage a healthier lifestyle,
optimise participants’ medication and improve treatment adherence. We recruited participants from
43 general practices in three areas of England. Eligible participants required access to the internet and
e-mail, a PHQ-9 score of ≥ 10 and a confirmed diagnosis of depression. Participants were individually
allocated in a 1 : 1 ratio using an automated randomisation system, stratified by site and minimised by
practice and PHQ-9 score. Participants were aware of their allocation but outcomes were analysed masked.
The primary outcome was the proportion of participants responding to the intervention 4 months after
randomisation (defined as a PHQ-9 score of < 10 and a reduction in PHQ-9 score of ≥ 5 points), with
further follow-up at 8 and 12 months. The primary analysis was based on the principle of intention to treat
without imputation.

Findings: Between 24 July 2012 and 31 July 2013 we recruited 609 participants, randomly allocating
307 to the Healthlines Service and 302 to usual care. In total, 525 (86%) provided primary outcome data.
Response to treatment at 4 months was higher in the intervention arm [27% (68/255)] than in the usual care
arm [19% (50/270)] (adjusted OR 1.7, 95% CI 1.1 to 2.5; p = 0.02). A repeated measures analysis provided
evidence of effectiveness over 12 months. Compared with usual care alone, intervention participants also
reported improvements in anxiety, better access to support and advice, greater satisfaction with the support
that they received and improvements in self-management and health literacy. There were no reported SAEs
related to the intervention.

Conclusion: The Healthlines Service for depression was both acceptable and effective compared with
usual care. This provides support for the development and testing of similar interventions in other chronic
conditions to expand care provision.

Overview

In this chapter we begin by describing recruitment data and baseline characteristics of the participants in the
depression trial. Next, we discuss the results of the primary and sensitivity analyses of the primary outcome,
the compliance analyses and the prespecified subgroup analyses. We go on to present the results of the
secondary outcomes and the process measures analysis, as well as explore potential mechanisms suggested
by the TECH model and post hoc subgroup analyses suggested by the process evaluation.
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Baseline characteristics

Between June 2012 and June 2013, 16,570 patients were invited to take part in the study (Figure 15).
This total number of patients takes into account 2159 patients who were excluded by their GP (e.g. because
of unsuitability or recent bereavement or because an invitation would otherwise cause distress) and the only
two patients who had been directly referred into the study by their GP (both were randomised into the trial).

Of the 16,570 patients invited, 2375 expressed an interest in participating and were further assessed for
eligibility. These patients were similar in age, sex and deprivation to the 14,195 patients who were not
further assessed for eligibility (Table 17). As can be seen in Figure 15, there were three main reasons why
these patients were not assessed for eligibility. First, the majority of patients in this group did not respond
at all to the study invitation. Next, a sizeable number declined participation in the trial either by returning
a decline form or by informing the local researcher on the telephone prior to commencing eligibility
assessments. The decline form contained a number of prespecified reasons for not wanting to participate in
the trial (see Appendix 17 for the proportions of patients selecting each of these reasons). The final group of
patients was not assessed for eligibility for a number of other reasons, such as failing to return a fully signed
study acceptance form, not answering researcher telephone calls or an administrative error or because the
recruitment target was reached and no further participants could be included in the trial.

The remaining 2375 patients were assessed for eligibility, with 69% of patients not meeting the eligibility
criteria (e.g. PHQ-9 score < 10, did not have regular access to the internet, already participating in CBT or
another established psychological therapy) (see Figure 15). A small proportion (1%) declined participation
at this stage, with 4% excluded for other reasons (e.g. did not return a completed consent form and/or
baseline questionnaire, did not respond to any further contact from the researchers, administrative error or
the recruitment target was reached and no further participants could be randomised). Therefore, of the
726 eligible patients, 609 participants were randomised between July 2012 and July 2013 (302 to usual
care and 307 to the intervention; see Figure 15). Compared with those who were eligible and not
randomised, randomised patients were slightly older and less deprived but had similar levels of depression;
there was also a similar proportion of women in both groups (Table 18).

The baseline characteristics of randomised participants are presented in Table 19. The different arms were
mostly well balanced, although there were small differences in work status, education qualifications,
accommodation ownership, depression diagnosis using the CIS-R scale298 and use of antidepressants.
These imbalances were addressed by including these variables as additional covariates in a sensitivity
analysis of the primary outcome, as the research team considered these variables to be prognostically
associated with depression. It is notable that most patients recruited to the trial had at least moderate
depression, with 34% having severe depression at baseline according to the CIS-R. Of the randomised
participants, 67% (409/609) completed the baseline questionnaire using the secure survey website and the
remainder returned a postal copy (200/609).

Participants could remain in the trial for up to 12 months and were asked to complete three follow-up
questionnaires at 4, 8 and 12 months post randomisation. Follow-up data collection for the trial took place
from November 2012 (first wave 4-month follow-up) until August 2014 (final wave 12-month follow-up).
The baseline characteristics of patients who either did or did not complete the primary PHQ-9 outcome
measure at 4 months post randomisation are reported in Appendix 30. Participants who completed the
primary outcome were similar in most respects to those who did not, although they had higher mean
depression scores and diagnoses of depression at baseline (see Appendix 30).

Primary outcome

As prespecified in the statistical analysis plan, the primary outcome was the proportion of participants
responding to treatment. This is a binary outcome, defined as a PHQ-9 score of < 10 and a reduction in
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Offered intervention
(n = 307)

Received intervention
(n = 307)

• In full, n = 86 (28%)
• In part, n = 131 (43%)
• Little or none, n = 78 (25%)
• Missing data, n = 12 (4%)

Primary outcome:
n = 255 (83%)

Incomplete outcome measure: 1 (< 1%)

Not followed up: 51 (17%)
• Withdrawn from study, n = 27
• No response, n = 24

Offered usual care
(n = 302)

Received usual care
(n = 301)

Did not receive 
allocated usual care

(n = 1)

• Admin error, n = 1, received
   intervention in part

Primary outcome:
n = 270 (89%)

Incomplete outcome measure: 2 (< 1%)

Not followed up: 30 (10%)
• Withdrawn from study, n = 9
• No response, n = 21

Primary outcome measure:
n = 252 (82%)

Incomplete outcome measure:1 (< 1%)

Not followed up: 54 (18%)
• Withdrawn from study, n = 33
• No response, n = 21

Primary outcome measure:
n = 263 (87%)

Not followed up: 39 (13%)
• Withdrawn from study, n = 17
• No response, n = 22

Primary outcome measure:
n = 255 (83%)

Not followed up: 52 (17%)
• Withdrawn from study, n = 36
• No response, n = 16

Primary outcome measure:
n = 261 (86%)

Not followed up: 41 (14%)
• Withdrawn from study, n = 19
• No response, n = 20
• Deceased, n = 2

Invited
(n = 16,570)

Assessed for eligibility
(n = 2375)

Randomised
(n = 609)

Allocation

• No response, n = 9555
• Declined to participate, n = 4400
• Other, n = 240

Excluded
(n = 1766)

• Not meeting inclusion
   criteria, n = 1649
• Declined to participate, n = 25
• Other, n = 92

4-month follow-up

8-month follow-up

12-month follow-up

FIGURE 15 Recruitment and retention in the depression trial.
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TABLE 18 Baseline characteristics of patients who were eligible and either were or were not randomised to the
depression trial

Characteristic
Not randomised
(n= 117)

Randomised
(n= 609)

Demographic data

Age (years), mean (SD) 47.0 (14.3) 49.3 (12.9)

Female, n (%) 81 (69) 417 (68)

Index of Multiple Deprivation at practice level, mean (SD) 18.4 (7.9) 16.9 (8.3)

Clinical data

PHQ-9 score, mean (SD) 17.6 (5.2) (n= 100) 16.9 (4.6)

Categorised with mild depression using CIS-R, n (%) 16 (14) 91 (15)

Categorised with moderate depression using CIS-R, n (%) 56 (48) 313 (51)

Categorised with severe depression using CIS-R, n (%) 45 (38) 205 (34)

TABLE 17 Baseline characteristics of patients invited to the depression trial who did or did not take wish to take
part in the study

Characteristic
Did not want take part
(n= 14,195)

Wanted to take part
(n= 2375)

Age (years), mean (SD) 50.6 (17.0) 51.3 (13.9)

Female, n (%) 9572 (67) 1671 (70)

Index of Multiple Deprivation at practice level, mean (SD) 18.2 (9.1) 16.9 (8.5)

TABLE 19 Baseline characteristics of participants randomised to the depression trial

Characteristic

Usual care (n= 302)a Intervention (n= 307)a

n or n/N Mean (SD) or % n or n/N Mean (SD) or %

Demographic data

Age (years) 302 50.0 (12.8) 307 49.1 (12.9)

Female 204/302 68 213/307 69

White 292/301 97 300/306 98

Current employment situation

Full-time employment 92/299 31 88/303 29

Part-time employment 39/299 13 56/303 18

Full-time education 2/299 1 5/303 2

Unemployed 13/299 4 14/303 5

Unable to work because of long-term illness/disability 78/299 26 73/303 24

Unable to work because of carer responsibilities 2/299 1 4/303 1

Fully retired from work 44/299 15 40/303 13

Looking after the home 10/299 3 13/303 4

Doing something else 19/299 6 10/303 3
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PHQ-9 score of ≥ 5 between baseline and the 4-month follow-up. According to this definition, the primary
analysis suggested that the proportion of participants who reduced their PHQ-9 score at 4 months was
greater in the intervention arm than in the usual care arm (27% vs. 19%; Table 20). The primary result
remained largely unchanged in our sensitivity analyses (see Table 20), although the evidence for any
effect was slightly weakened when missing outcome data were imputed as non-response. However,
the effect estimate was similar to that in the primary analysis when missing data were imputed using
multiple imputation.

TABLE 19 Baseline characteristics of participants randomised to the depression trial (continued )

Characteristic

Usual care (n= 302)a Intervention (n= 307)a

n or n/N Mean (SD) or % n or n/N Mean (SD) or %

Occupation (most recent or current)

Administrative or secretarial occupations 51/262 19 49/270 18

Associate professional or technical occupations 37/262 14 35/270 13

Elementary occupations 21/262 8 19/270 7

Managers or senior officials 32/262 12 41/270 15

Personal services 28/262 11 27/270 10

Process, plant and machine operatives 11/262 4 15/270 6

Professionals 35/262 13 42/270 16

Sales and customer services 35/262 13 29/270 11

Skilled trades 12/262 5 13/270 5

Highest educational qualification achieved

Degree or higher degree 84/298 28 68/303 22

A levels or equivalent 54/298 18 63/303 21

GCSEs/O levels or equivalent 119/298 40 130/303 43

No qualifications 41/298 14 42/303 14

Accommodation

Own accommodation or buying with mortgage 162/300 54 179/307 58

Part-rent or rent accommodation 124/300 41 118/307 38

Live rent free 14/300 5 10/307 3

Index of Multiple Deprivation 301 18.0 (13.0) 307 18.3 (12.8)

Clinical data

Previously treated for depression 258/276 93 269/295 91

PHQ-9 score 302 16.7 (4.7) 307 17.1 (4.5)

GAD-7 score 298 12.4 (5.0) 304 13.5 (4.6)

Categorised with mild depression using CIS-R 52/302 17 39/307 13

Categorised with moderate depression using CIS-R 148/302 49 165/307 54

Categorised with severe depression using CIS-R 102/302 34 103/307 34

Taking antidepressants 258/288 90 251/289 87

GCSE, General Certificate of Secondary Education.
a Denominators vary because of missing data.
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Complier average causal effect analysis

As there is currently no instrumental variable regression method available for estimating a treatment effect
among compliers with three levels of compliance and a binary outcome, we decided to estimate the
unadjusted odds of response among the compliers using the principal stratification method as suggested
by Frangakis and Rubin.326 This was carried out in two ways: first, by classifying the partial compliers
(participants who started encounters three to eight) as non-compliers and, second, by classifying the partial
compliers as full compliers.

The crude OR for the treatment response was 1.6 (95% CI 1.1 to 2.4). Table 21 shows the crude estimated
effect among compliers, after classifying partial compliers in the intervention arm as either non-compliers
or full compliers. The results suggest a large increase in effect when compliance is defined as completing
most or all of the Healthlines encounters.

Subgroup analyses of the primary outcome

There was no evidence that the intervention was differentially effective for any subgroups defined by
baseline characteristics (Table 22).

Secondary outcomes

The secondary outcome analyses are based on linear or logistic regression models (as appropriate) adjusted,
as in the primary analysis, by site (Bristol, Sheffield or Southampton), baseline PHQ-9 score and the baseline
outcome being analysed. General practice was included as a random effect.

TABLE 20 Primary outcome analysis and sensitivity analyses in the depression trial

Analysis
Usual care,
% (n/N)

Intervention,
% (n/N) Adjusted OR 95% CI p-value

Primary analysis

PHQ-9 response to treatment 19 (50/270) 27 (68/255) 1.7 1.1 to 2.5 0.019

Sensitivity analyses

PHQ-9 response to treatment: simple
imputation (assuming missing binary outcome
is non-response)

17 (50/302) 22 (68/307) 1.5 1.0 to 2.2 0.063

PHQ-9 response to treatment: multiple
imputation

19 (56/302) 28 (86/307) 1.7 1.1 to 2.6 0.010

PHQ-9 response to treatment: not including
general practice as a random effect

19 (50/270) 27 (68/255) 1.7 1.1 to 2.5 0.019

PHQ-9 response to treatment: adjusted by
days since randomisation to completion of the
primary outcome

19 (50/270) 27 (68/255) 1.7 1.1 to 2.5 0.018

PHQ-9 response to treatment: adjusted by
days since randomisation to completion of the
primary outcome and baseline outcomesa

19 (50/270) 27 (68/255) 1.9 1.2 to 3.0 0.005

GCSE, General Certificate of Secondary Education.
a Binary or categorical baseline outcomes: work (binary: no work/work), highest qualification (categorical: none,

GCSE, A-level, degree), accommodation (binary: do not own house/own house), CIS-R (categorical: mild, moderate,
severe), antidepressant use (binary: not currently taking antidepressants/currently taking antidepressants).

Notes
All analyses were adjusted by site (Bristol, Sheffield or Southampton) and baseline PHQ-9 score. General practice was
included as a random effect unless otherwise specified. Analyses were further adjusted by other covariates if specified.
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TABLE 21 Complier-average causal effect analysis in the depression trial at 12 months

Amount of intervention
received

PHQ-9 response at
12 months’ follow-up,
% (n/N)

Partial compliers classified
as non-compliers

Partial compliers classified
as full compliers

Usual care Intervention
Unadjusted
ORa 95% CI

Unadjusted
ORb 95% CI

None (0–2 encounters
started)

33 (86/261) 31 (16/52)

Partial (3–8 encounters
started)

38 (42/111)

Full (9–10 encounters
started)

42 (36/86) 1·9 0·99 to 3·48 1·3 0·87 to 1·95

a OR comparing intervention with usual care, partial compliers classified as non-compliers.
b OR comparing intervention with usual care, partial compliers classified as full compliers.
Note
Three participants who did not receive the Healthlines intervention and one participant who received only an unscheduled
non-encounter call were categorised as receiving none of the intervention. Twelve participants had missing encounter data.

TABLE 22 Subgroup analyses of the primary outcome (PHQ-9) in the depression trial

Subgroup

PHQ-9 response at 4 months’ follow-up,
% (n/N)

Adjusted ORa 95% CI Interaction p-valueUsual care Intervention

Age group (years)

< 40 20 (11/54) 23 (14/60) 1.2 0.5 to 2.9

40–49 17 (11/65) 24 (16/66) 1.7 0.7 to 4.0

50–59 18 (15/85) 29 (19/66) 2.0 0.9 to 4.4

60–69 19 (9/48) 27 (14/52) 1.6 0.6 to 4.1

≥ 70 22 (4/18) 45 (5/11) 2.8 0.6 to14.6 0.880

Sex

Male 17 (15/89) 22 (18/81) 1.4 0.7 to 3.1

Female 19 (35/181) 29 (50/174) 1.7 1.1 to 2.9 0.673

Baseline PHQ-9 score

10–14 21 (21/99) 29 (26/91) 1.6 0.8 to 3.0

15–19 20 (19/93) 32 (27/85) 1.9 0.9 to 3.7

≥ 20 13 (10/78) 19 (15/79) 1.6 0.7 to 3.9 0.933

Baseline CIS-R category

Mild 35 (17/49) 33 (11/33) 0.9 0.4 to 2.3

Moderate 15 (21/137) 26 (36/136) 2.0 1.1 to 3.7

Severe 14 (12/84) 24 (21/86) 2.0 0.9 to 4.4 0.335

Antidepressants at baseline

Not prescribed 13 (3/23) 25 (8/32) 2.4 0.5 to 10.3

Prescribed 20 (46/233) 28 (58/207) 1.6 1.0 to 2.5 0.626

a OR comparing intervention with usual care.
Note
All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline outcome and baseline PHQ-9 score. General
practice was included as a random effect.
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Binary PHQ-9 response and repeated measures analysis
The proportion of participants who responded to treatment increased in both arms at 8 and 12 months
(Table 23). Although the between-group difference appeared to diminish with increasing duration of follow-up,
there was no statistical evidence of an interaction between treatment arm and time point (interaction
p= 0.402). Therefore, we estimated an overall treatment effect using all follow-up data at 4, 8 and 12 months
in a repeated measures analysis. This provided some evidence that the intervention had an average effect over
12 months in increasing the proportion of responders compared with usual care (see Table 23).

Continuous PHQ-9 score
Mean PHQ-9 scores decreased over time in both groups (Table 24), with the adjusted between-group
difference being greatest at 8 months. Although the between-group difference appeared to change over
the duration of follow-up, there was no statistical evidence of an interaction between treatment arm and
time point (interaction p = 0.345). Therefore, we estimated an overall treatment effect using all follow-up
data at 4, 8 and 12 months in a repeated measures analysis, which provided some evidence that the
intervention was effective in decreasing the PHQ-9 score compared with usual care (see Table 24).

TABLE 23 Secondary outcomes (binary) and repeated measures in the depression trial

Time point (months)

PHQ-9 binary response to treatment
Adjusted
OR 95% CI p-valueUsual care, % (n/N) Intervention, % (n/N)

4 19 (50/270) 27 (68/255) 1.7 1.1 to 2.5

8 23 (61/263) 30 (75/252) 1.4 1.0 to 2.2

12 33 (86/261) 37 (95/255) 1.2 0.9 to 1.8

Repeated measuresa 1.6 1.0 to 2.6 0.035

a Additionally adjusted by follow-up time-point as a categorical variable.
Note
All analyses were adjusted by site (Bristol, Sheffield or Southampton) and baseline PHQ-9 score. General practice was
included as a random effect.

TABLE 24 Secondary outcomes (continuous) in the depression trial

Secondary outcome

Usual care Intervention
Adjusted
difference
in means 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

PHQ-9 score

Baseline 16.7 (4.7) 302 17.1 (4.5) 307

4 months 13.8 (6.2) 270 13.3 (6.1) 255 –0.8 –1.8 to 0.1

8 months 13.4 (6.2) 263 12.4 (6.2) 252 –1.2 –2.2 to –0.3

12 months 11.9 (6.4) 261 11.6 (6.2) 255 –0.5 –1.5 to 0.5

Repeated measuresa –0.8 –1.6 to 0.0 0.045

GAD-7 score

4 months 10.5 (5.9) 250 10.5 (5.7) 227 –0.9 –1.7 to 0.0 0.048

8 months 10.2 (5.7) 230 9.1 (5.4) 212 –1.6 –2.6 to –0.7 < 0.001

12 months 9.2 (5.8) 237 8.7 (5.5) 223 –1.1 –2.0 to –0.2 0.020

a Additionally adjusted by follow-up time-point as a categorical variable.
Notes
All analyses were adjusted by site (Bristol, Sheffield or Southampton) and baseline PHQ-9 score. General practice was
included as a random effect. Lower scores indicates less depression (PHQ-9) or anxiety (GAD-7).
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Continuous GAD-7 score
Mean GAD-7 scores decreased over time for both groups and, as for the PHQ-9 mean scores, the greatest
between-group difference was at 8 months (see Table 24).

Patient satisfaction
There was not much evidence that satisfaction with primary HCPs differed between the groups. However,
satisfaction scores for NHS Direct and overall treatment were higher in the intervention arm (Table 25).

TABLE 25 Patient satisfaction in the depression trial

Measure of
satisfactiona

Usual care Intervention
Adjusted
difference
in means 95% CI p-value

Unadjusted mean
(SD) n

Unadjusted mean
(SD) n

General GP satisfactionb

4 months 3.9 (0.9) 232 3.9 (1.1) 216 0.0 –0.2 to 0.1 0.787

8 months 3.9 (1.0) 215 4.0 (1.0) 188 0.1 0.0 to 0.3 0.162

12 months 3.9 (1.0) 218 4.0 (1.0) 205 0.2 0.0 to 0.4 0.038

Detailed GP satisfactionc

4 months 4.1 (1.0) 217 4.1 (1.0) 207 0.0 –0.2 to 0.1 0.669

8 months 4.0 (0.9) 205 4.1 (0.9) 176 0.1 –0.1 to 0.3 0.185

12 months 4.0 (0.9) 203 4.2 (0.9) 197 0.2 0.0 to 0.3 0.046

General nurse satisfactionb

4 months 3.9 (0.8) 154 4.1 (0.8) 139 0.2 0.0 to 0.4 0.081

8 months 4.0 (0.9) 147 4.1 (0.9) 127 0.1 –0.1 to 0.3 0.376

12 months 4.0 (0.9) 142 4.1 (0.9) 136 0.2 0.0 to 0.4 0.073

Detailed nurse satisfactionc

4 months 4.2 (0.8) 116 4.1 (0.8) 112 0.00 –0.2 to 0.2 0.746

8 months 4.1 (0.9) 125 4.2 (0.8) 87 0.2 –0.1 to 0.4 0.215

12 months 4.0 (0.9) 114 4.3 (0.8) 101 0.2 0.0 to 0.5 0.033

General NHS Direct satisfactionb

4 months 3.4 (0.9) 71 4.0 (1.0) 157 0.7 0.3 to 1.1 0.001

8 months 3.5 (1.1) 69 4.0 (1.0) 128 0.9 0.4 to 1.3 < 0.001

12 months 3.5 (0.8) 63 4.0 (1.0) 121 0.4 0.0 to 0.8 0.070

Treatment satisfactionb

4 months 3.2 (0.9) 196 3.5 (0.9) 207 0.3 0.1 to 0.4 0.004

8 months 3.3 (0.9) 182 3.6 (0.9) 172 0.3 0.1 to 0.5 0.002

12 months 3.3 (0.9) 184 3.7 (0.9) 193 0.5 0.3 to 0.6 < 0.001

a General satisfaction relates to participants’ overall satisfaction with the care received. Detailed satisfaction includes
participant ratings of listening skills, care and concern, explanation and involvement in decisions. Treatment satisfaction
relates to perceptions of the quality and effectiveness of the care received from all care providers (usual care in the
control group; usual care plus the Healthlines Service in the intervention group). Higher scores indicate greater
satisfaction; maximum possible score is 5.

b Analyses are adjusted by site (Bristol, Sheffield or Southampton) and baseline outcome score.
c Analyses are adjusted by site.
Note
General practice was included as a random effect.
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Nonetheless, these satisfaction scores should be interpreted with caution. This is because participants in the
intervention group may not have discriminated between NHS Direct as a public service and the Healthlines
Service, which was delivered by NHS Direct staff, although they were asked to provide satisfaction with the
two services separately. Satisfaction with GPs and nurses was not collected at baseline and therefore these
analyses were not adjusted for any potential baseline differences between the two groups.

Intervention satisfaction
Satisfaction with aspects of the Healthlines Service among participants in the intervention group increased
slightly over the follow-up period (Table 26). Although comparisons with the usual care group are not
possible, these questions about intervention satisfaction used the same response scale as those questions
about primary care and treatment satisfaction (see Table 25). Therefore, it is possible to make general
comparisons about the level of satisfaction between the Healthlines Service and other forms of care among
the intervention group. Participants in the intervention group appeared to be slightly more satisfied with the
care that they received from the HIAs than with the care that they received from GPs and nurses in their own
practice. They were also satisfied with the Healthlines website and CBT programme, LLTTFi.

Access to care
There is moderate to strong evidence that participants in the intervention group had fewer difficulties in
accessing aspects of care related to service delivery (getting support and advice at times that suit the
patient, when they need it most and from the HCPs they want to see) and they also reported greater
satisfaction with the amount of support that they received (Table 27).

Process measures analyses

As shown in Table 28, there were only small differences between the groups in the numbers of
participants using resources and services that were similar to those offered by the intervention. Early on
during follow-up, participants in the intervention arm were more likely than those in the usual care arm to
use self-help books and throughout follow-up they were more likely to use online/computerised CBT.
This finding is largely expected, as these were components of the Healthlines Service. There were no
reported differences in gym membership or numbers attending fitness or exercise classes.

TABLE 26 Patient satisfaction with the intervention over treatment follow-up in the depression trial

Measure of satisfactiona Mean (SD) n

Detailed HIA satisfaction

4 months 4.2 (0.9) 180

8 months 4.3 (0.9) 136

12 months 4.4 (0.8) 126

Intervention website satisfaction

4 months 3.7 (0.8) 158

8 months 3.8 (0.8) 135

12 months 3.9 (0.9) 122

Intervention CBT programme satisfaction

4 months 3.7 (0.9) 175

8 months 3.9 (0.9) 150

12 months 3.9 (0.9) 142

a Higher scores indicate greater satisfaction (range 1–5).
Note
Results pertain to the intervention group only (total n = 307).
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Amount of intervention received

Number of Healthlines encounters
Figure 16 shows the number of Healthlines encounters started by intervention participants out of a
possible total of 10 encounters. Three participants did not receive the intervention because of an
administrative error and another participant received only non-encounter calls and so these four
participants were categorised as having no encounters. Data were also missing from the intervention

TABLE 27 Access to care in the depression trial

Measure of
access to care

Usual care Intervention

Adjusted difference
in means 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

Service delivery access difficultiesa

4 months 3.9 (2.0) 244 4.4 (1.9) 226 0.6 0.4 to 0.9 < 0.001

8 months 4.2 (1.9) 224 4.5 (1.8) 206 0.4 0.0 to 0.7 0.024

12 months 4.2 (1.9) 232 4.5 (1.9) 216 0.3 0.0 to 0.6 0.044

Satisfaction with amount of supportb

4 months 2.1 (0.9) 191 2.5 (0.9) 200 0.5 0.3 to 0.6 < 0.001

8 months 2.2 (0.8) 170 2.5 (0.8) 170 0.3 0.1 to 0.4 < 0.001

12 months 2.1 (0.9) 177 2.6 (0.8) 185 0.5 0.4 to 0.7 < 0.001

a Maximum possible score is 7 (higher scores indicate fewer access difficulties).
b Maximum possible score is 5 (higher scores indicate greater satisfaction).
Note
Analyses were adjusted by site (Bristol, Sheffield or Southampton) and baseline PHQ-9 score. General practice was included
as a random effect.

TABLE 28 Use of other related services in the depression trial

Service Usual care, % (n/N) Intervention, % (n/N)

Use of self-help books

4 months 18 (46/250) 31 (70/227)

8 months 12 (28/228) 24 (50/212)

12 months 17 (40/235) 13 (29/219)

Use of online/computerised CBT

4 months 4 (10/247) 31 (67/219)

8 months 3 (7/225) 25 (51/208)

12 months 3 (7/232) 16 (35/216)

Joined or renewed gym membership

4 months 14 (35/251) 12 (27/228)

8 months 12 (27/229) 13 (27/212)

12 months 11 (25/229) 9 (19/221)

Attended exercise class or fitness activity

4 months 18 (46/250) 20 (46/226)

8 months 18 (41/227) 18 (38/213)

12 months 18 (42/236) 19 (41/218)
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database for 12 participants and so it was not possible to tell how many encounters they received. Out
of the remaining 295 participants (307 randomised), 26% of participants received none or little of the
intervention (started two or fewer encounters), 44% received some of the intervention sessions planned
(three to eight encounters) and 29% received all or almost all of the planned encounters (nine or ten
encounters). The median number of encounters started was five [interquartile range (IQR) 2 to 9, n = 295],
the mean encounter duration was 18.5 minutes (SD 12.7 minutes) and there was a total of 1972
encounter calls. Figure 16 shows that one group of participants received two or three encounters before
dropping out, whereas the other group continued for most or all of the course.

Letters sent by health information advisors to participants and
general practitioners
The median number of e-mails sent to participants by the HIAs was zero (IQR 0 to 1, n= 283) and the median
number of letters sent to participants’ GPs by e-mail was three (IQR 1 to 6, n = 283). The breakdown of these
letters by their content is detailed in Table 29.

0

5

10

15

20

25

30

Pa
rt

ic
ip

an
ts

35

40

45

50

55

60

65

0 1 2 3 4 5 6 7 8 9 10

Final encounter started

FIGURE 16 Distribution of Healthlines encounters started in the depression trial.

TABLE 29 Types of letters sent from intervention staff to participants’ GPs in the depression trial

Letter content
Number of letters
(% of total letters sent)

Number of participants whose GP was
sent at least one letter (% of 283)

Completion of CBT course 84 (8) 86 (30)

Generic (information for GP) 34 (3) 24 (8)

Intervention completion 50 (5) 49 (17)

Intervention introduction 298 (27) 278 (98)

Medication (information for GP) 147 (13) 92 (33)

PHQ-9 score 374 (34) 165 (58)

Potential suicide risk 123 (11) 64 (23)

Total number of letters sent 1110

Note
Three participants did not receive the intervention because of administrative errors and 21 participants’ GPs were not sent
any e-mails or the participants were missing data. The data in this table pertain to the 283 remaining intervention
group participants.
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Use of cognitive–behavioural therapy
As described in Chapter 6 (see Depression trial), a central aspect of the Healthlines Service was CBT.
Participants could access CBT through a book, Overcoming Depression and Low Mood: a Five Areas
Approach,292 or online, using the LLTTFi programme. Table 30 presents the numbers of participants who
chose to use the two different CBT formats.

Living Life to the Full Interactive is operated by Media Innovations Ltd. In total, 204 participants logged
onto the LLTTFi website and completed a median of two (IQR 0 to 5) out of the seven CBT modules each.
Sixty-six participants who logged on did not complete the first module (Figure 17).

Use of Big White Wall
Another component of the intervention was access to BWW, an online mental health community and
forum facility (see Chapter 6, Depression trial). In total, 105 participants started the registration process
with BWW and 98 completed registration and logged on to the website at least once. Usage data are
shown in Table 31.

TABLE 30 Use of CBT in book form or via the online programme

Form of CBT provided n %

Given the ODLM book 45 16

Given access to LLTTFi online 229 80

CBT declined 3 1

Given both LLTTFi access and the ODLM book 8 3

Total 285 100

ODLM, Overcoming Depression and Low Mood: a Five Areas Approach.
Note
Three participants did not receive the intervention because of an administrative error and 19 participants had missing data.
Data in this table pertain to the 285 remaining intervention group participants.
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FIGURE 17 Distribution of LLTTFi modules completed.
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Exploration of potential mechanisms

To explore the different components of the intervention, data were collected on the different concepts
of the TECH model (see Chapter 5). These are presented descriptively within this report. Some of the
explanatory variables from the TECH model were prespecified as secondary outcomes in the original
protocol and so for these variables we have estimated between-group effects at the primary (4-month)
and/or final (12-month) follow-up time -point.

Patient engagement
According to the TECH model, patient engagement with telehealth partly determines the success and
effectiveness of such services. Few participants in either arm made use of the publicly available NHS Direct
telephone services or an online forum or group for physical or mental health during the trial (Table 32).

TABLE 31 Intervention participants’ usage of BWW

Usage of BWW Median (range)

Number of logins 2 (1–104)

Hours using site 0.30 (0.00–11.17)

Number of ‘interactions’a 0 (0–49)

Pages of ‘useful stuff’b 1 (0–40)

All page views 21 (0–991)

a Posts in community ‘talkabouts’, group ‘talkabouts’, personal (one-to-one) ‘talkabouts’, bricks or brick comments.
b Self-management materials.
Note
Service use data were corrupted for one participant and so data apply to the remaining 97 participants who completed
registration on BWW.

TABLE 32 Patient engagement: use of telehealth in the depression trial

Telehealth service

Use of telehealth at least every 2 weeksa

Adjusted ORb 95% CI p-valueUsual care, % (n/N) Intervention, % (n/N)

NHS Direct telephone services

4 months < 1 (1/248) 4 (8/226)

8 months 1 (3/231) 3 (6/213)

12 months < 1 (1/239) 2 (4/222) 4.0 0.4 to 36.5 0.216

Online searching

4 months 19 (47/247) 26 (60/227)

8 months 24 (55/231) 27 (57/213)

12 months 22 (53/237) 23 (51/223) 1.0 0.6 to 1.7 0.964

Online forum or group

4 months 6 (15/249) 10 (23/225)

8 months 7 (16/231) 7 (15/212)

12 months 8 (18/235) 4 (10/223) 0.5 0.2 to 1.1 0.072

a Scale dichotomised as 0= used less than once a month, 1= used every 2 weeks or more.
b All analyses were adjusted by site (Bristol, Sheffield or Southampton) and baseline PHQ-9 score. General practice was

included as a random effect.
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Around one-quarter of participants reported using online searching for health information, although there
was no evidence that use differed between arms at 12 months.

Engagement with the intervention
There are some variables of relevance to patient engagement that were relevant only for those in the
intervention group, as they pertain to engagement with the intervention. First, the median number of times
that participants logged on the Healthlines Service web portal was one (IQR 0 to 6). Next, the continuity of
care index359 in the present context measures the concentration of telephone calls with different HIAs.
It measures the number of HIAs that each participant spoke to, such that a higher continuity score indicates
a greater number of calls with fewer HIAs (range 0–1). As would be expected, the mean continuity score
was lower when unscheduled calls were included (Table 33). Third, the usual practitioner care index359

is interpreted here as the percentage of Healthlines encounters that a participant had with their ‘usual’
HIA (i.e. the HIA with whom they spoke to most often; range 0–1). Over 70% of all encounters were with
participants’ usual HIA (see Table 33) and, as for the continuity of care, usual practitioner care index was
lower when unscheduled encounters were included.

General practitioner engagement
Based on the medication-related letters that the HIAs sent to GPs, a form of GP engagement in this trial was
the number of medication changes, which would be expected to be greater in the intervention group.
We defined a medication change as a change in drug name or dosage from baseline, which was captured from
participants’medical records. There was no difference in the number of changes in antidepressant medications
between the two groups, with both groups experiencing a median of zero changes (IQR 0 to 1) (Figure 18).

Self-management
Participants completed a number of the subscales from the Health Education Impact Questionnaire
(heiQ),313 which measure different aspects of self-management. First, participants in the intervention group
undertook slightly less physical activity than those in the usual care group at 8 months, but slightly more
than those in the usual care group at 12 months (Table 34). However, there was no evidence of a
difference between the groups at 12 months after adjusting for baseline physical activity. Next, Table 34
shows that the between-group unadjusted mean differences for the four subscales that tap aspects of
self-management skills and self-efficacy were small. Nonetheless, there was a slight increase in these mean
scores over the trial for both groups.

Treatment optimisation
The proportions of participants who reported taking (Table 35) and adhering to (Table 36) antidepressants,
as well as the proportions identified from practice records as being prescribed an antidepressant at least
once during the trial (Table 37), were very similar in both arms. The adjusted difference in mean Morisky
score315 for antidepressant medication adherence at 12 months’ follow-up was –0.1 (95% CI –0.2 to 0.1;
p = 0.501). There was no evidence of a difference between groups in the proportions taking antidepressant
medication at either 4 or 12 months (see Table 35).

TABLE 33 Intervention participant engagement: continuity of care with intervention staff in the depression trial

Measure of engagement Mean (SD) n

Continuity of care index 0.56 (0.32) 266

Usual practitioner care index 0.74 (0.23) 291

Continuity of care index including non-scheduled calls 0.51 (0.30) 269

Usual practitioner care index including non-scheduled calls 0.71 (0.23) 292

Note
Three participants did not receive the intervention because of an administrative error, 12 participants had missing encounter
data from the intervention database and one participant received only non-scheduled calls. The data in this table pertain to
the 291 remaining intervention group participants (292 when non-scheduled calls were included).
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FIGURE 18 Distribution of changes in antidepressant medications: (a) control; and (b) intervention.

TABLE 34 Differences between trial arms in the depression trial for self-reported facets of self-managementa

Aspect of self-management

Usual care Intervention
Adjusted
difference
in meansb 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

Physical activity

4 months 2.4 (0.9) 250 2.4 (0.9) 228

8 months 2.4 (0.9) 228 2.3 (0.9) 213

12 months 2.4 (0.9) 235 2.5 (0.9) 221 0.1 < 0.0 to 0.2 0.118

Self-management skills and self-efficacy

Self-monitoring and insight

4 months 2.8 (0.4) 249 2.9 (0.4) 229

8 months 2.8 (0.5) 231 2.9 (0.4) 212

12 months 2.4 (0.9) 237 3.0 (0.5) 221 0.1 0.0 to 0.2 0.005

Constructive attitudes and approaches

4 months 2.5 (0.6) 250 2.6 (0.6) 229

8 months 2.5 (0.6) 232 2.6 (0.6) 231

12 months 2.6 (0.6) 238 2.7 (0.6) 221 0.0 –0.1 to 0.1 0.480

Skill and technique acquisition

4 months 2.6 (0.5) 250 2.6 (0.5) 228

8 months 2.6 (0.5) 232 2.7 (0.5) 212

12 months 2.6 (0.5) 239 2.8 (0.5) 221 0.2 0.1 to 0.2 0.001
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TABLE 34 Differences between trial arms in the depression trial for self-reported facets of self-managementa (continued)

Aspect of self-management

Usual care Intervention
Adjusted
difference
in meansb 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

Health services navigation

4 months 2.7 (0.6) 250 2.8 (0.6) 228

8 months 2.8 (0.6) 232 2.9 (0.6) 212

12 months 2.8 (0.6) 238 2.9 (0.6) 220 0.2 0.1 to 0.3 < 0.001

a Subscale scores are from the heiQ.313 Higher scores indicate better self-management (maximum possible score 4).
b All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline outcome and baseline PHQ-9 score.

General practice was included as a random effect.

TABLE 35 Treatment optimisation: self-reported use of antidepressant medication

Follow-up point (months) Usual care, % (n/N) Intervention, % (n/N) Adjusted ORa 95% CI p-value

4 87 (202/233) 87 (188/216) 1.6 0.7 to 3.4 0.234

8 82 (176/214) 79 (159/201) NA NA NA

12 78 (174/224) 81 (172/213) 1.6 0.9 to 2.8 0.103

NA, not applicable.
a OR comparing intervention with usual care. All analyses were adjusted by site (Bristol, Sheffield or Southampton),

baseline outcome and baseline PHQ-9 score. General practice was included as a random effect.

TABLE 36 Treatment optimisation: self-reported antidepressant medication adherencea

Follow-up point (months)

Usual care Intervention
Adjusted
difference
in meansb 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

4 3.2 (1.0) 204 3.2 (1.1) 192

8 3.4 (0.9) 181 3.3 (1.0) 163

12 3.4 (0.9) 179 3.2 (1.1) 173 –0.1 –0.2 to 0.1 0.511

a Morisky medication adherence four-item scale score.315 Higher scores indicate greater adherence.
b All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline outcome and baseline PHQ-9 score.

General practice was included as a random effect.

TABLE 37 Treatment optimisation: antidepressant medication prescriptions issued during the trial

Antidepressant medication prescription

Usual care Intervention

n/N % n/N %

Prescribed at least one antidepressant medication 273/302 90 277/307 90

Had one or more changes in antidepressant medication or dose 141/302 47 150/307 49

Note
Prescription information taken from practice medical records.
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Care co-ordination
There were no meaningful differences in any of the scales that were intended to capture participants’
experiences of co-ordination of care (Table 38).

Patient context

Motivation
Motivation to participate in the study was reported in the baseline questionnaire. As covered in Chapter 7
(see Table 14), internal motivation reflects participants’ inclination to make changes in their life, whereas
joining the study because of external motivation reflects self-perceived external pressures for treatment
(e.g. from one’s GP). As shown in Table 39, there was very little difference in internal or external
motivation between the two groups and, in general, participants were more internally motivated than
externally motivated.

TABLE 38 Self-reported experiences of care co-ordination in the depression triala

Scale

Usual care Intervention Adjusted
difference
in meansb 95% CI p-valueUnadjusted mean (SD) n Unadjusted mean (SD) n

Role clarity and co-ordination (range 0–3)

4 months 2.7 (0.8) 193 2.7 (0.7) 194

8 months 2.8 (0.6) 183 2.8 (0.6) 171

12 months 2.8 (0.5) 174 2.8 (0.6) 181 –0.1 –0.2 to 0.1 0.361

Evidence of a care plan (range 0–7)

4 months 2.9 (2.1) 199 3.3 (2.1) 197

8 months 3.0 (2.2) 185 3.3 (2.1) 165

12 months 3.1 (2.2) 176 3.5 (2.4) 179 0.3 –0.1 to 0.8 0.173

Overall experience of organisation of health care (range 1–5)

4 months 2.9 (1.0) 251 3.1 (1.0) 227

8 months 3.0 (1.0) 232 3.1 (1.1) 213

12 months 3.1(1.0) 236 3.2 (1.0) 219 0.1 –0.1 to 0.3 0.247

Self-organisation of health care (range 1–5)

4 months 2.9 (1.2) 239 3.1 (1.3) 215

8 months 3.1 (1.2) 224 3.1 (1.1) 204

12 months 3.2 (1.2) 230 3.1 (1.2) 210 0.0 –0.2 to 0.2 0.841

a Subscale scores are from the generic measure of continuity of care.317 Higher scores indicate greater participant-reported
care co-ordination or self-organisation.

b All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline outcome and baseline PHQ-9 score.
General practice was included as a random effect.

TABLE 39 Patient context: self-reported internal and external motivation for joining the depression trial

Motivation

Usual care Intervention

Unadjusted mean (SD) n Unadjusted mean (SD) n

Internal motivation 5.7 (1.5) 299 5.9 (1.4) 307

External motivation 1.5 (1.0) 295 1.5 (1.0) 305

Note
Subscale scores were adapted from the Treatment Motivation Questionnaire – Revised (TMQ-R) scale.311,312 Higher scores
indicate higher motivation (range 1–7).
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Use of the internet
Participants were also asked about their general use of the internet, including e-mail. Table 40 shows the
numbers of respondents who reported using the internet more than once a week. These results were
balanced across the two groups, with slightly more intervention participants than usual care participants
using the internet at 4 months and slightly fewer intervention participants than usual care participants
using the internet at 8 months.

Health literacy and confidence using technology
Table 41 shows that participants in the intervention group had slightly better health literacy on average
than participants in the usual care group at all time points. The intervention group reported slightly greater
confidence in using the internet and social media at 8 and 12 months, as well as more confidence in using

TABLE 40 Patient context: self-reported general use of the internet in the depression trial

Follow-up point (months) Usual care, % (n/N) Intervention, % (n/N)

4 76 (189/250) 75 (169/224)

8 75 (170/227) 76 (160/211)

12 75 (175/234) 75 (166/221)

Scale dichotomised as 0 = use every 2 weeks or less, 1= use more than once a week.

TABLE 41 Patient context: self-reported health literacy and confidence in using technology in the depression trial

Outcome

Usual care Intervention
Adjusted
difference
in meansa 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

Health literacyb

4 months 3.6 (0.9) 243 3.7 (0.8) 225

8 months 3.7 (0.9) 229 3.8 (0.8) 212

12 months 3.7 (0.8) 235 3.9 (0.8) 220 0.2 0.1 to 0.4 < 0.001

Confidence in using technologyc

Internet confidence

4 months 5.8 (1.7) 251 5.8 (1.7) 228

8 months 5.8 (1.7) 231 5.9 (1.6) 214

12 months 5.8 (1.7) 237 5.9 (1.6) 223

Social media confidence

4 months 4.0 (2.2) 251 4.0 (2.1) 227

8 months 3.9 (2.2) 230 4.1 (2.2) 212

12 months 4.0 (2.1) 236 4.3 (2.2) 223

Phone confidence

4 months 5.6 (1.6) 251 5.8 (1.6) 228

8 months 5.7 (1.6) 231 5.9 (1.6) 214

12 months 5.7 (1.6) 236 5.9 (1.4) 223

a All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline outcome and baseline PHQ-9 score.
General practice was included as a random effect.

b Subscale score adapted from the eHealth Literacy Scale (eHEALS).316 Higher scores indicate greater health literacy
(range 1–5).

c Higher scores indicate greater technology confidence (range 1–7).

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

153



the telephone at all time points, than the usual care group (see Table 41). More detail on these subscales
is provided in Table 14.

Adverse events

Over the course of the trial, and as defined in Chapter 7 (see Serious adverse events), there were
70 adverse events reported by participants, with no difference between the arms. Frequencies of adverse
events are reported in Table 42.

Post hoc subgroup analyses suggested by the embedded
qualitative study

One hypothesis was generated by the embedded qualitative study (see Chapter 11, Testing hypotheses
generated by the embedded qualitative study), which we have investigated in a post hoc exploratory
subgroup analysis. We recognise the exploratory nature of this analysis and that any such analysis is likely
to have low power to detect anything but very large interaction effects. The hypothesis was as follows:

1. Given concerns about whether or not the inclusion criteria should have been different, because some
people had a low need or no desire to modify risk factors, undertake a subgroup analysis on the level
of internal and external motivation for joining the study. Those who were highly motivated to join the
study because they, personally, wanted to make changes to their life (i.e. internal motivation) would be
expected to improve more than those with low internal motivation.

This hypothesis was tested using the internal and external motivation subscales314,315 (see Table 14). To
categorise participants as having high or low motivation, these subscales were dichotomised at the overall
median score (i.e. not by trial arm). The median for the internal motivation subscale was 6 and the median
for the external motivation subscale was 1. The results are presented in Table 43, which shows that there is
some evidence of a subgroup effect for external motivation. The intervention appears to be more effective
among participants who reported lower external motivation at baseline, that is, participants who were less
likely to have reported that they joined the study because of external pressures, such as from their doctor.

Discussion

Interpretation of the findings
The Healthlines depression intervention was clinically effective, being associated with a greater response to
treatment than usual care. The size of this effect was moderate (OR 1.7) and clinically important. This means
that 12 participants would have to be treated for one of them to respond to treatment by 4 months, over
and above the number who would respond in the usual care arm (number needed to treat 12). The criterion
for response to treatment was based on previous research on the clinically important difference in the
PHQ-9 primary outcome.308 The difference in mean PHQ-9 score was small (0.8); however, the PHQ-9 suffers

TABLE 42 Adverse events reported throughout the depression trial by relatedness to the intervention
and seriousness

Adverse event

Usual care Intervention

Not related Not related Definitely related

Not serious 6 4 1

Serious unexpected 30 29 0
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from considerable imprecision, which is why the primary outcome was stringent and defined as an
improvement of at least 5 points in the PHQ-9 and a score of < 10. The discrepancy between the positive
outcome using a binary outcome but the minimal difference seen in mean scores is discussed further later in
this chapter.

The impact of the intervention was greatest after 4 months’ follow-up (the primary outcome) and the
difference between the intervention and the usual care arms narrowed over time as both groups improved.
After 12 months’ follow-up there was no evidence of a benefit from the intervention, although there was an
average benefit over the whole 12-month follow-up period. Therefore, the main effect of the intervention in
terms of depression was an increased speed of recovery, which is nevertheless important. However, only a
minority of participants fulfilled our criterion for response to treatment, whether they received the intervention
or usual care, and the mean PHQ-9 score was > 10 in both groups at all time points, indicating a substantial
level of residual symptoms. It is also notable that many participants had severe and enduring depression when
they were recruited to the trial and most were taking antidepressants at baseline. These findings suggest that
many participants in the trial had ‘treatment-resistant depression’ in that they had enduring symptoms at the
time of recruitment and most were still symptomatic at the end of the trial. This is consistent with the notion
that depression is often a chronic disease.

The symptoms of depression and anxiety are strongly associated. There was clear evidence of an
improvement in anxiety (GAD-7) scores associated with the intervention and this improvement was
maintained over the 12-month follow-up period.

Intervention participants in the depression trial reported better access to health support and advice, better
health literacy and greater satisfaction with the amount of help and support that they received than usual care
participants. Intervention participants also reported improvements in various aspects of self-management, as
measured by the heiQ, including self-monitoring and insight, skill and technique acquisition and health service
navigation. However, these effects were all small.

In line with the TECH model, the proposed mechanism of action of the Healthlines depression intervention
was based on the combined effects of improved patient self-management, optimisation of treatment and
better care co-ordination. A key aspect of the intervention was support for participants to use CBT, either
through an interactive online programme (LLTTFi) or by following a book based on similar material, with
both groups receiving regular telephone support from a Healthlines HIA. It is notable that, although 204
(66%) of the intervention participants logged on to the LLTTFI website, use of the programme was limited,
with the median number of completed sessions being two.

TABLE 43 Post hoc subgroup analysis of motivation level in the depression triala

Motivation

PHQ-9 response at 4 months’ follow-up,
% (n/N)

Adjusted ORb 95% CI p-valueUsual care Intervention

Baseline internal motivation

Low (≤ 6) 16 (23/142) 25 (33/131) 1.8 1.0 to 3.3

High (> 6) 21 (26/126) 28 (35/124) 1.5 0.9 to 2.8 0.707

Baseline external motivation

Low (≤ 1) 17 (33/194) 30 (53/176) 2.2 1.3 to 3.7

High (> 1) 22 (16/72) 19 (15/78) 0.8 0.4 to 1.8 0.036

a Internal and external motivation subscales are based on adapted items from the Treatment Motivation Questionnaire –

Revised (TMQ-R).314,315 Low and high subgroups were created by dichotomising scores at the median.
b OR comparing intervention with usual care. All analyses were adjusted by site (Bristol, Sheffield or Southampton) and

baseline PHQ-9 score. General practice was included as a random effect.
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A further hypothesised mechanism of action was optimised treatment through more effective use of
antidepressants and improved adherence to medication. However, there was no evidence that participants
in the intervention arm were prescribed more antidepressants, had more changes in antidepressant type or
dose or were more adherent to their medication than those in the usual care arm.

There was also no evidence that participants in the intervention arm experienced better co-ordination of
care or reported more use of a care plan than usual care participants.

Therefore, although there were small benefits in the intervention arm, we could not detect change in most
of the intended mechanisms. The improvements in the intervention arm were presumably related to the
greater sense of support and self-management, and possibly the use of CBT by some participants,
although the improvement could also have been related to other unmeasured factors.

Strengths and limitations
There are a number of strengths to the Healthlines depression trial, which also apply to the CVD risk trial,
and these are discussed in more detail in Chapter 12. They include the large sample size, high level of
participant retention and masked outcome assessment, which enhance internal validity. Additional shared
benefits are the highly pragmatic nature of the intervention and the multicentre trial recruitment, both
of which enhance external validity. Furthermore, basing the intervention on a conceptual model and
conducting an embedded process evaluation helps to understand potential causal mechanisms, whereas
the nested economic evaluation provides information about cost-effectiveness.

Limitations that apply to both the depression and the CVD risk trials include the difficulties and delays in
service delivery, which occurred because of the closure of NHS Direct, and the relatively low level of
recruitment as a percentage of all those sent information about the trial. Both of these issues are discussed
in more detail in Chapter 12. A further limitation in the case of the depression trial was the relatively high
proportion of participants who received less of the intervention than intended. This could have happened
for several intervention-related reasons: they chose not to continue with the telephone calls, did not attend
appointments, became uncontactable and/or stopped using the computerised CBT programme or were
affected by the early closure of NHS Direct. Many participants who stopped receiving the intervention
continued to participate in the trial by providing follow-up data, although 36 intervention participants also
withdrew from the trial. The median number of encounters with HIAs in the depression trial was five
(compared with a planned total of 10) and, for those participants using the online CBT package, the median
number of modules completed was only two (out of a possible total of seven). A CACE analysis suggested a
trend towards greater effectiveness of the intervention in participants who received more encounters.

These findings may help to explain the positive benefit of the Healthlines Service when response to
treatment (based on the PHQ-9) was treated as a binary outcome, yet the minimal effect when the PHQ-9
score was treated as a continuous outcome. This could have occurred if a minority of individuals gained
meaningful benefits from the Healthlines Service, but many people did not. This would be consistent with
the finding that there appeared to be one group of individuals who dropped out of the service after just two
or three intervention encounters and another group who completed the course and also with the finding of
the CACE analysis that those who completed the course gained most benefit. The implication is that this
type of intervention may be more effective if it is targeted at those who would be most interested in it.

The primary outcome measure in the depression trial, the PHQ-9 questionnaire, has limitations. It was
designed as a screening rather than as a diagnostic measure and, being based on self-report, it is
vulnerable to bias in an unblinded trial. Furthermore, participants in the intervention arm completed the
PHQ-9 on several occasions as part of the intervention itself (to review their progress) and so there is a
possibility that there could be practice effects. It is likely that participants in the control arm would also
have been asked to complete the PHQ-9 as part of normal care, but we do not know how often this
occurred. Although using a diagnostic measure such as the CIS-R at follow-up as well as at baseline may
have been preferable, this would have added greatly to the resources needed for the trial and measures
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such as the CIS-R are still based on self-report. The PHQ-9 has reasonable sensitivity and specificity
compared with clinical interview360,361 and has similar properties to the Beck Depression Inventory, which
has been used in many previous studies.362

Although the overall rate of retention was very high (86% and 85% after 4 and 12 months respectively),
one potential limitation was the slight difference in retention rate at the primary 4-month outcome time
point between the intervention arm and the usual care arm (83% and 89% respectively). There is evidence
from the economic evaluation that those who were lost to follow-up had slightly different characteristics
from those who were retained and it is quite likely that those who did not respond to treatment would
be more likely to drop out. The imputation of missing data under the most conservative assumption
(that all of those with missing data failed to respond to treatment) led to a slightly weaker estimate of an
intervention effect (adjusted OR 1.5, 95% CI 1.0 to 2.2) whereas multiple imputation, which took account
of a wide range of factors likely to be associated with missingness, provided a similar estimate of effect as
the primary analysis. Therefore, we do not consider that taking account of differential attrition should
change our conclusion about the effectiveness of the intervention.

How the findings compare with those of previous research

Telehealth services for depression
The Healthlines Service combined a range of interventions within one comprehensive case management
approach based on telehealth support delivered by telephone and via the internet. There are therefore few
directly comparable previous studies. The most similar previous study was conducted by Fortney et al.363 in
the Veterans Administration in the USA. This was based on a ‘collaborative care’ model, which applies the
principles of the CCM to depression. Care managers were provided with a web-based clinical decision
support system that guided them to deliver evidence-based clinical encounters through self-scoring
instruments, scripts and clinical algorithms.364 In a randomised trial with 395 participants, this intervention
significantly improved medication adherence, treatment response, symptom remission, health-related
quality of life and satisfaction with care.363 The OR for treatment response was 1.9 (95% CI 1.09 to 3.45) at
6 months’ follow-up, which is very similar to the estimate of treatment response (1.7, 95% CI 1.1 to 2.5)
observed in the Healthlines depression trial.

As described in Chapter 2, there have been several systematic reviews indicating positive effects on patient
outcomes of a range of telehealth interventions for depression, including computerised CBT79,85 and
telephone-administered psychotherapy,80 although the most recent systematic review described the
evidence for internet-supported treatment for depression as promising but inconclusive.78

Computerised cognitive–behavioural therapy
The largest body of evidence relates to computerised CBT. Although previous systematic reviews have been
generally positive,79 Kaltenthaler et al.85 have highlighted that all of the research published at the time of
their review had been conducted on highly selected populations and by researchers who had a commercial
interest in development of the intervention. A recent independent UK-based high-quality trial of two
different computerised CBT packages has questioned the effectiveness of computerised CBT, showing a lack
of effective results for both packages compared with usual GP care.365 A qualitative study has highlighted
the barriers to use of computerised CBT experienced by many potentially suitable participants81 and the rate
of completion of internet-based CBT (65%) was lower than that of face-to-face CBT (85%).366 Barriers to the
use of online CBT include participants’ lack of identification with the applicability of CBT to their difficulties
and problems using computers.367 Several authors have suggested that internet-based therapy for mental
health problems might be more effective if accompanied by low-intensity remote therapist support by
telephone, e-mail or messaging.79,367,368 In the Randomised Evaluation of the Effectiveness and Acceptability
of Computerised Therapy (REEACT)2 study, a follow-on trial to the negative REEACT trial of computerised
CBT packages described above, Gilbody et al. have found that computerised CBT accompanied by telephone
support is more effective than computerised CBT alone (S Gilbody, Hull York Medical School, University of
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York, 8 July 2015, personal communication). In the Healthlines Service for depression, participants were
given telephone support to use computerised CBT and the results were similar to those of the REEACT2 trial.

Collaborative care
Although we have conceptualised the Healthlines Service as a telehealth intervention, the approach that we
used has much in common with collaborative care interventions for depression. Collaborative care involves
non-medical staff providing structured protocol-driven care according to chronic disease management
principles in conjunction with medical support.369 The concept of collaborative care arose and has mainly
been tested in the USA as part of managed care programmes, although it has also been introduced in the
UK. The Healthlines intervention reflects a collaborative care approach as it involves non-clinically qualified
staff following evidence-based protocols and combines supporting participants to access online therapy
with attention to treatment optimisation and medication adherence, as well as seeking to improve
self-management behaviours.

A meta-analysis of trials of collaborative care published in 2006 showed moderately strong effect sizes.369

However, these effects were more positive for studies conducted in the USA than for those conducted
elsewhere and also for interventions in which case managers had specific mental health training or were
supervised by a psychiatrist.369 A more recent Cochrane review of collaborative care for depression included
several meta-analyses,370 some of which provide data that can be compared with the findings of the
Healthlines depression trial. The Cochrane review estimated that the risk ratio for response from collaborative
care for depression in the short term (0–6 months) was 1.32 (95% CI 1.22 to 1.43). The risk ratio in the
medium term (6–12 months) was similar. These results are very similar to the findings of the Healthlines
depression trial, in which the observed OR of 1.7 (95% CI 1.1 to 2.5) at 4 months’ follow-up equates to a
risk ratio of 1.5 (95% CI 1.1 to 1.9).

A recent high-quality UK-based trial of collaborative care involved care managers delivering support over
the telephone, including medication management, behavioural activation, symptom assessment, relapse
prevention and communication with participants’ GPs.371 The Healthlines Service used very similar approaches
but additionally provided care managers with web-based scripts and algorithms and participants with links to
a range of internet resources, particularly computerised CBT. The findings of the Healthlines depression trial in
terms of response to treatment (OR 1.7, 95% CI 1.1 to 2.5) are, however, extremely similar to those of the
CADET trial (OR 1.7, 95% CI 1.2 to 2.4).371

Conclusion
In this large pragmatic RCT of the Healthlines Service compared with usual care for patients with
depression, we have demonstrated that the intervention was associated with a moderately positive effect on
the primary outcome of response to treatment. The intervention was also associated with improvements in
terms of anxiety symptoms, slightly improved self-management behaviours, better access to health support
and advice and increased satisfaction with treatment. However, only a minority of patients completed all or
most of the planned encounters or made full use of the computerised CBT provided, there was no evidence
that the intervention led to better adherence to antidepressant medication and most of the positive effects
listed above were small. These findings are largely consistent with previous research on collaborative care
delivered by telephone or face-to-face by mental health workers. This study demonstrates that it is possible
to deliver collaborative care for depression using mid-grade staff with limited specific training in mental
health, if they are supported by computerised algorithms.

A unique aspect of the Healthlines Service was the way in which this telephone support was combined with
the use of a range of resources available on the internet, including not only computerised CBT, but also social
media (BWW) and applications to support healthy living. This use of bespoke and existing online resources,
along with the use of staff without mental health qualifications, means that it would be possible to scale up
this intervention to meet the pressing need to expand services for common mental health problems.

RESULTS FROM THE DEPRESSION TRIAL
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Chapter 9 Results from the cardiovascular disease
risk trial

Some of the material in this chapter was adapted from Salisbury C, O’Cathain A, Thomas C, Edwards L,
Gaunt D, Dixon P, et al. Telehealth for patients at high risk of cardiovascular disease: pragmatic

randomised controlled trial. BMJ 2016;353:i2647.372 This is an Open Access article distributed in
accordance with the terms of the Creative Commons Attribution (CC BY 3.0) license, which permits others
to distribute, remix, adapt and build upon this work, for commercial use, provided the original work is
properly cited. See: http://creativecommons.org/licenses/by/3.0/.

Abstract

Background: The aim of this trial was to determine whether or not the Healthlines Service for patients
with high cardiovascular risk was more clinically effective and cost-effective than usual care, while also
improving participants’ quality of life, risk behaviours and experiences of care.

Methods: This was a pragmatic, multicentre RCT. Participants were aged between 40 and 74 years with a
10-year CVD risk of ≥ 20%, no previous cardiovascular event, at least one modifiable risk factor (systolic
blood pressure ≥ 140 mmHg, BMI ≥ 30 kg/m2 or current smoker) and access to a telephone, the internet
and e-mail. Participants recruited from 42 general practices in England were individually allocated to the
intervention group or the control group using automated randomisation stratified by site, minimised by
practice and baseline risk score. Intervention group participants received the Healthlines Service (in addition
to usual care) consisting of regular telephone calls from trained lay health advisors following scripts
generated by interactive software. Advisors facilitated self-management by supporting participants to use
online resources to reduce their risk factors and sought to optimise participants’ medication, improve
treatment adherence and encourage healthier lifestyles. Control group participants received usual care
alone. Participants were aware of treatment allocation. Outcomes were collected 6 and 12 months after
randomisation and analysed masked. The primary outcome was the proportion of participants responding
to treatment, defined as maintaining or reducing their cardiovascular risk (measured using QRISK2) after
12 months. Secondary outcomes included cardiovascular risk factors (blood pressure, weight, smoking,
cholesterol), quality of life, physical activity, diet, patient experience, self-management skills, medication
adherence and health literacy.

Findings: We recruited 641 participants, with 91% providing primary outcome data. Participants receiving
the intervention had a modest response to treatment compared with usual care participants (50% vs. 43%
respectively; adjusted OR 1.3, 95% CI 1.0 to 1.9). The intervention was associated with reductions in
blood pressure (difference in mean systolic blood pressure –2.7 mmHg, 95% CI –4.7 to –0.6 mmHg) and
weight (–1.0 kg, 95% CI –1.8 to –0.3 kg), but not in cholesterol or smoking status. It was also associated
with improvements in diet, physical activity, medication adherence, access to care and satisfaction with
treatment and care co-ordination. Only one-third of intervention participants received the full course of
intended telephone encounters.

Conclusions: The Healthlines Service, a telehealth approach to care delivery based on a conceptual model
and using tools that themselves had evidence of effectiveness, was associated with improvements in some
but not all of the targeted cardiovascular risk factors. This led to marginal clinical benefits for people
with high cardiovascular risk. The intervention was also associated with improvements in patients’ risk
behaviours, access to care and perceptions of support.
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Overview

In this chapter, we begin by describing the recruitment figures and baseline characteristics of the
participants in the CVD risk trial. Next, we discuss the results of the primary and sensitivity analyses of the
primary outcome, the compliance analyses and the prespecified subgroup analyses. We go on to discuss
the secondary outcomes results and the process measures results, explore potential mechanisms and
present the post hoc subgroup analyses as suggested by the embedded qualitative study.

Baseline characteristics

Between June 2012 and June 2013, 7582 patients were invited to take part in the study (Figure 19). This
total number of patients takes into account 402 patients who were excluded by their GP (e.g. because of
unsuitability or recent bereavement or because an invitation would otherwise cause distress) and 536
patients who were excluded by the research team because they were duplicates of depression patients
(i.e. had depression and were also at risk of CVD and therefore were invited only into the depression trial).
Of the 7582 patients who were posted a study invitation, a substantial number did not respond at all, with
many others declining participation either by returning a decline form (see Appendix 17 for the proportion
of patients selecting each of the pre-specified reasons on the decline form) or informing the researcher
verbally; a final group was not assessed for eligibility for a variety of other reasons (e.g. because the
recruitment target was reached and no further participants could be included in the trial, failure to return a
fully signed study acceptance form, did not answer researcher telephone calls, administrative error or failed
to attend an appointment at their surgery for a CVD risk assessment). The baseline demographics of
patients who did and did not take part in the trial are presented in Table 44.

In total, 1205 patients (16% of those invited) were screened for eligibility, of whom 641 participants were
randomised between December 2012 and July 2013 (usual care, n = 316, and intervention, n = 325;
see Figure 19). Figure 19 shows that 37% did not meet the eligibility criteria [e.g. did not have regular
access to the internet, did not have at least one modifiable risk factor (high blood pressure, smoker or
overweight), had a QRISK2 score of < 20), a small proportion (1%) declined participation at this stage
and 8% were excluded for other reasons (e.g. did not return a completed consent form and/or baseline
questionnaire, did not respond to any further contact from the researchers, administrative error or
recruitment target was reached and no further participants could be randomised).

The baseline characteristics for the eligible patients who were and were not randomised are presented in
Table 45. Compared with those who were eligible and not randomised, randomised patients were slightly
older and less deprived, with higher Framingham scores; however, they had similar QRISK2 scores and
there was a similar proportion of women in both groups.

The baseline characteristics of the randomised participants are presented in Table 46. Overall, the
participants were mainly retired white males and homeowners, although not all were highly educated.
The treatment arms were mostly well balanced, although there were fewer smokers (15% vs. 20%) and
more participants with diabetes (24% vs. 20%) in the intervention arm. However, smoking status and a
diabetes diagnosis both contribute to the baseline QRISK2 score. As baseline QRISK2 score was already
included as a covariate in all comparative analyses, we did not conduct additional sensitivity analyses of
any primary or secondary outcomes that further adjusted for these baseline variables. Finally, of the
randomised participants, 63% (403/641) completed the baseline questionnaire using the secure survey
website and the remainder returned a postal copy (238/641).

Participants could remain in the trial for up to 12 months and were asked to complete two follow-up
questionnaires at 6 and 12 months post randomisation. As such, the period of follow-up data collection
for the trial was from June 2013 (first wave of 6-month follow-ups) to August 2014 (final wave of
12-month follow-ups). The baseline characteristics of participants who did or did not attend a CVD
risk assessment at 12 months, from which the primary outcome measure (QRISK2 score) was computed,
are reported in Appendix 31.

RESULTS FROM THE CARDIOVASCULAR DISEASE RISK TRIAL
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Offered intervention
(n = 325)

Received intervention
(n = 325)

• In full, n = 103 (32%)
• In part, n = 194 (60%)
• Little or none, n = 26 (8%)
• Missing data, n = 2 (< 1%)

Primary outcome measure
(based on clinical assessment)

n = 301 (93%)

Completed questionnaire: 308 (95%)

Not followed up: 24 (7%)
• Withdrawn from study, n = 14
• Did not attend assessment, n = 10

Offered usual care
(n = 316)

Received usual care
(n = 316)

Primary outcome measure
(based on clinical assessment)

n = 296 (94%)

Completed questionnaire: 304 (96%)

Not followed up: 20 (6%)
• Withdrawn from study, n = 6
• Did not attend assessment, n = 13
• Deceased, n = 1

Primary outcome measure
(based on clinical assessment)

n = 295 (91%)

Completed questionnaire: 300 (92%)

Not followed up: 30 (9%)
• Withdrawn from study, n = 23
• Did not attend assessment, n = 7

Primary outcome measure
(based on clinical assessment)

n = 291 (92%)

Competed questionnaire: 300 (95%)

Not followed up: 25 (8%)
• Withdrawn from study, n = 11
• Did not attend assessment, n = 13
• Deceased, n = 1

Invited
(n = 7582)

Assessed for eligibility
(n = 1205)

Randomised
(n = 641)

Allocation

• No response, n = 3263
• Declined to participate, n = 2787
• Other, n = 327

Excluded
(n = 564)

• Not meeting inclusion 
   criteria, n = 449
• Declined to participate, n = 14
• Other, n = 101

6-month follow-up

12-month follow-up

FIGURE 19 Recruitment and retention in the CVD risk trial.
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TABLE 44 Baseline characteristics of patients invited to the CVD risk trial who did or did not take wish to take part
in the study

Characteristic
Did not want to take
part (n= 6377)

Wanted to take part
(n= 1205)

Age (years), mean (SD) 65.8 (6.2) 66.4 (5.4)

Female, n (%) 1766 (28) 256 (21)

Index of Multiple Deprivation at practice level, mean (SD) 18.1 (9.2) 17.1 (8.4)

QRISK2 score, mean (SD) 28.0 (8.6) 27.4 (8.3)

Framingham score, mean (SD) 27.6 (8.3) 26.8 (8.4)

QRISK2 score from practice records, mean (SD)a 26.7 (6.6) 26.5 (7.5)

a As used in the search for potentially eligible patients.
Note
QRISK2195 and Framingham196 scores are algorithmically based estimates of the 10-year risk of having a cardiovascular event
such as a heart attack.

TABLE 45 Baseline characteristics of eligible patients who were or were not randomised to the CVD risk trial

Characteristic Not randomised (n= 115) Randomised (n= 641)

Age (years), mean (SD) 66.2 (5.2) 67.2 (4.8)

Female, n (%) 21 (18%) 126 (20%)

Index of Multiple Deprivation at practice level, mean (SD) 18.4 (7.9) 16.9 (8.3)

QRISK2 score, mean (SD) 28.1 (7.5) 28.3 (8.7)

Framingham score, mean (SD) 24.0 (9.2) 27.1 (8.5)

QRISK2 score from practice records, mean (SD)a 26.0 (8.0) 27.8 (8.1)

a As used in the search for potentially eligible patients.
Note
QRISK2195 and Framingham196 scores are algorithmically based estimates of the 10-year risk of having a cardiovascular event
such as a heart attack.

TABLE 46 Baseline characteristics of participants randomised to the CVD risk trial

Characteristic

Usual care (n= 316) Intervention (n= 325)

Mean (SD) or % n or n/N Mean (SD) or % n or n/N

Demographic data

Age (years) at cardiovascular assessment 67.3 (4.7) 316 67.5 (4.9) 325

Female 21 66/316 18 60/325

White 99 313/316 99 321/325

Current employment situation

Full-time employment 13 39/311 17 54/316

Part-time employment 14 43/311 9 29/316

Unemployed 1 4/311 1 2/316

Unable to work because of long-term illness/disability 2 7/311 1 3/316

Unable to work because of carer responsibilities 1 3/311 1 2/316

Fully retired from work 63 196/311 66 210/316

Looking after the home 1 3/311 1 4/316

Doing something else 5 16/311 4 12/316

RESULTS FROM THE CARDIOVASCULAR DISEASE RISK TRIAL
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TABLE 46 Baseline characteristics of participants randomised to the CVD risk trial (continued )

Characteristic

Usual care (n= 316) Intervention (n= 325)

Mean (SD) or % n or n/N Mean (SD) or % n or n/N

Occupation (most recent or current)

Administrative or secretarial occupations 11 31/294 10 29/294

Associate professional or technical occupations 15 45/294 12 35/294

Elementary occupations 10 28/294 5 16/294

Managers or senior officials 19 55/294 22 65/294

Personal services 2 5/294 3 9/294

Process, plant and machine operatives 5 15/294 6 17/294

Professionals 19 57/294 22 64/294

Sales and customer services 4 11/294 4 13/294

Skilled trades 16 47/294 16 46/294

Highest educational qualification achieved

Degree or higher degree 21 65/307 23 72/318

A levels or equivalent 19 58/307 17 53/318

GCSEs/O levels or equivalent 45 137/307 43 136/318

No qualifications 15 47/307 18 57/318

Accommodation

Own accommodation or buying with mortgage 84 264/315 87 281/323

Part-rent or rent accommodation 15 46/315 12 40/323

Live rent free 2 5/315 1 2/323

Index of Multiple Deprivation 16.7 (12.6) 316 15.5 (11.3) 325

Clinical data

QRISK2 score 30.8 (9.5) 316 31.1 (10.2) 325

Systolic blood pressure (mmHg) 148.1 (17.6) 316 147.6 (16.2) 325

Diastolic blood pressure (mmHg) 80.0 (10.4) 316 81.2 (9.6) 325

Weight (kg) 91.9 (18.9) 316 93.2 (17.3) 325

BMI (kg/m2) 30.9 (5.7) 316 31.2 (5.4) 325

Total cholesterol (mmol/l) 4.9 (1.2) 315 4.9 (1.2) 324

Ratio of total cholesterol to HDL cholesterol 4.2 (1.4) 315 4.2 (1.5) 323

Non-smoker 33 103/316 35 114/325

Ex-smoker 47 148/316 50 163/325

Light smoker 9 30/316 8 25/325

Moderate smoker 5 17/316 5 16/325

Heavy smoker 6 18/316 2 7/325

Taking antihypertensives 61 193/316 64 209/325

Taking lipid-lowering medication 49 153/312 49 158/322

Diabetes 20 62/316 24 77/325

Chronic kidney disease 11 34/316 6 20/325

Atrial fibrillation 6 20/316 7 23/325

Rheumatoid arthritis 3 8/316 2 6/325

GCSE, General Certificate of Secondary Education.
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Primary outcome

As prespecified in the statistical analysis plan, the primary outcome was the proportion of participants
responding to treatment. This is a binary outcome, defined as maintenance or reduction of 10-year CVD risk,
which was estimated using the QRISK2 score at 12 months after randomisation. Follow-up QRISK2 scores
were calculated by updating age and values for modifiable risk factors only. Other variables that contribute to
calculation of the QRISK2 score, such as diagnosis of diabetes or atrial fibrillation or prescription of blood
pressure-lowering medications, were held constant using baseline values (see Chapter 7, Primary outcomes).

The primary analysis suggested a modest increase in the proportion of participants in the intervention arm
who maintained or reduced their CVD risk at 12 months (50% vs. 43%; Table 47). However, the 95% CI
includes the null and therefore it is possible that the intervention has no real effect. The primary result
remained largely unchanged in our sensitivity analyses (see Table 47), although the evidence for any effect
was slightly weakened when missing outcome data were imputed.

Complier average causal effect analysis

There is currently no statistical method available for estimating a treatment effect among intervention
compliers with three levels of compliance and a binary outcome. We decided to estimate the unadjusted odds
of response among the compliers using the principal stratification method, as suggested by Frangakis and
Rubin.326 This was carried out in two ways: first, by classifying the partial compliers (participants who started
encounters three to 11) as non-compliers and, second, by classifying the partial compliers as full compliers.

The crude OR for treatment response was 1.4 (95% CI 1.0 to 1.9). Table 48 shows the crude estimated
effect among compliers, after classifying partial compliers in the intervention arm as either non-compliers
or full compliers. The results suggest an increase in effect when compliance is defined as completing most
or all of the Healthlines encounters.

TABLE 47 Primary outcome analysis in the CVD risk trial

Analysis
Usual care,
% (n/N)

Intervention,
% (n/N)

Adjusted
OR 95% CI p-value

Primary analysis

QRISK2 response to treatment 43 (124/291) 50 (148/295) 1.3 1.0 to 1.9 0.079

Sensitivity analyses

QRISK2 response to treatment: recalculated
QRISK2 score at 12 months (assuming all
participants were 1 year older)

45 (130/291) 52 (153/295) 1.3 1.0 to 1.9 0.096

QRISK2 response to treatment: simple imputation
(assuming missing binary outcome is
non-response)

39 (124/316) 46 (148/325) 1.3 0.9 to 1.8 0.109

QRISK2 response to treatment: multiple
imputation

44 (139/316) 50 (163/325) 1.3 0.9 to 1.8 0.115

QRISK2 response to treatment: not including
general practice as a random effect

43 (124/291) 50 (148/295) 1.3 1.0 to 1.9 0.079

QRISK2 response to treatment: adjusted by days
since randomisation to primary outcome
assessment

43 (124/291) 50 (148/295) 1.3 1.0 to 1.9 0.094

Note
All analyses were adjusted by site (Bristol, Sheffield or Southampton) and baseline QRISK2 score. General practice was
included as a random effect unless otherwise specified. Analyses were further adjusted by other covariates if specified.
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Subgroup analyses of the primary outcome

There was no evidence that the intervention was differentially effective for any subgroups defined by
baseline characteristics (Table 49).

TABLE 48 Complier-average causal effect analysis in the CVD risk trial

Amount of intervention received

QRISK2 response at
12 months’ follow-up,
% (n/N)

Unadjusted
ORa 95% CI

Unadjusted
ORb 95% CIUsual care Intervention

None (0–2 encounters started) 43 (124/291) 29 (4/14)

Partial (3–11 encounters started) 44 (77/177)

Full (12 or 13 encounters started) 65 (66/102) 2.4 1.4 to 4.3 1.4 1.0 to 1.9

a OR comparing intervention with usual care, partial compliers classified as non-compliers.
b OR comparing intervention with usual care, partial compliers classified as full compliers.
Note
Three participants who did not receive the Healthlines intervention and two participants who received only unscheduled
non-encounter calls were categorised as receiving none of the intervention. Two participants had missing encounter data.

TABLE 49 Subgroup analyses of the primary outcome in the CVD risk trial

Subgroup

QRISK2 response at 12 months’
follow-up, % (n/N)

Adjusted ORa 95% CI
Interaction
p-valueUsual care Intervention

Baseline CVD assessment age group (years)

40–59 54 (7/13) 61 (11/18) 1.5 0.3 to 6.6

60–69 44 (78/177) 49 (75/152) 1.2 0.8 to 1.9

≥ 70 39 (39/101) 50 (62/125) 1.6 0.9 to 2.8 0.708

Sex

Male 46 (105/227) 51 (125/243) 1.2 0.9 to 1.8

Female 30 (19/64) 44 (23/52) 1.8 0.8 to 4.0 0.369

Baseline QRISK2 score

17.3–24.9 37 (37/101) 45 (44/98) 1.4 0.8 to 2.5

25.0–29.9 38 (26/68) 44 (35/79) 1.2 0.6 to 2.4

≥ 30.0 50 (61/122) 58 (69/118) 1.4 0.8 to 2.4 0.947

Baseline modifiable risk factor

Systolic blood pressure < 140mmHg 33 (30/90) 41 (35/85) 1.5 0.8 to 2.8

Systolic blood pressure ≥ 140mmHg 47 (94/201) 54 (113/210) 1.3 0.9 to 1.9 0.726

BMI < 30.0 kg/m2 50 (65/131) 52 (67/129) 1.1 0.6 to 1.8

BMI ≥ 30.0 kg/m2 37 (59/160) 49 (81/166) 1.7 1.1 to 2.6 0.200

Current smoker 51 (29/57) 53 (23/43) 1.1 0.5 to 2.5

Not current smoker 41 (95/234) 50 (125/252) 1.4 1.0 to 2.1 0.546

a OR comparing intervention with usual care.
Note
All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline outcome and baseline QRISK2 score. General
practice was included as a random effect.
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Secondary outcomes

The secondary outcomes analyses were based on linear or logistic regression models (as appropriate)
adjusted, as in the primary analysis, by site (Bristol, Sheffield or Southampton), baseline QRISK2 score and
the baseline outcome being analysed. General practice was included as a random effect.

Binary QRISK2 response
The proportion of participants who responded to treatment at 6 months was slightly higher in the
intervention group than in the usual care group (48% vs. 46%) but there was no evidence of any
between-group effect (adjusted OR 1.1, 95% CI 0.8 to 1.5; p = 0.654).

Smoking
The proportion of non-smokers was greater in the intervention arm at both 6 and 12 months’ follow-up
(Table 50). However, as non-smoking was also more prevalent in the intervention arm at baseline (see
Table 46), the resulting ORs for non-smoking at follow-up were < 1 after adjustment for baseline smoking
(see Table 50). The adjusted 95% CIs and p-values indicate no strong evidence of any effect on smoking
at either 6 or 12 months’ follow-up.

Continuous QRISK2 score
As anticipated, with participants’ increasing age, mean QRISK2 scores increased slightly at follow-up
compared with baseline in both arms (Table 51). However, there was no evidence of any between-group
difference in mean QRISK2 scores at either 6 months or 12 months. This can also be expressed in terms of
change from baseline: mean (SD) change score from baseline to 6 months: usual care 0.1 (1.9), intervention
0.2 (1.8); mean (SD) change score from baseline to 12 months: usual care 0.4 (5.0), intervention 0.0 (5.2).

Although the trial period was 12 months, the timing and scheduling of primary outcome CVD assessments
meant that some participants did not age a full year by the final follow-up, whereas others appeared to
have aged by 2 years. Therefore, we conducted a sensitivity analysis which assumed that all participants had
aged by 1 year during the trial period. Nevertheless, the result at 12 months was unchanged and there was
still no between-group difference in mean QRISK2 score (see Table 51), with a mean (SD) change score
from baseline of 0.3 (4.9) for usual care and –0.2 (5.2) for the intervention.

Blood pressure
There was no evidence of any between-group difference in mean systolic or diastolic blood pressure at
6 months follow-up (see Table 51). By the final follow-up at 12 months, however, there was strong
evidence that mean blood pressure was lower in the intervention arm.

TABLE 50 Secondary outcome in the CVD risk trial: smoking

Outcome Usual care, % (n/N) Intervention, % (n/N) Adjusted OR 95% CI p-value

Smoker at 6 months

Yes 18 (52/296) 15 (45/301) NA NA NA

No 82 (244/296) 85 (256/301) 0.3 0.1 to 1.2 0.099

Smoker at 12 months

Yes 18 (52/291) 17 (49/295) NA NA NA

No 82 (239/291) 83 (246/295) 0.4 0.2 to 1.0 0.061

NA, not applicable.
Note
All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline QRISK2 score and baseline smoking category
(non-smoker, ex-smoker, light smoker, moderate smoker, heavy smoker). General practice was included as a random effect.

RESULTS FROM THE CARDIOVASCULAR DISEASE RISK TRIAL

NIHR Journals Library www.journalslibrary.nihr.ac.uk

166



Cholesterol
There was no evidence that either meant total cholesterol or the ratio of mean total cholesterol to HDL
cholesterol differed between the groups at 12 months (see Table 51). Cholesterol was not measured at
6 months (see Chapter 7, Primary outcomes).

Weight and body mass index
There was strong evidence of a modest but sustained effect of the intervention on weight loss. Mean
weight was about 1 kg lower in the intervention arm at 6 months’ follow-up and this was maintained
at 12 months (see Table 51). As would be expected, there was similar evidence of an effect on BMI
(see Table 51).

Patient satisfaction
Participants’ satisfaction with various HCPs and the health care received over the trial period are reported
in Table 52. General satisfaction relates to participants’ overall satisfaction with the care that they received
from each type of HCP. Detailed satisfaction forms a scale that encompasses participant ratings of the
HCPs’ listening skills, care and concern, explanations and involvement of patients in decisions. Treatment

TABLE 51 Secondary outcomes (continuous) in the CVD risk trial

Outcome

Usual care Intervention
Adjusted
difference
in means 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

QRISK2 score

6 months 31.0 (9.5) 296 31.4 (10.3) 301 0.1 –0.2 to 0.4 0.489

12 months 31.2 (10.3) 291 31.3 (10.7) 295 –0.4 –1.2 to 0.3 0.269

12 months (sensitivity analysis:
assuming 1-year age increase)

31.1 (10.3) 291 31.1 (10.7) 295 –0.4 –1.2 to 0.3 0.259

Systolic blood pressure (mmHg)

6 months 141.4 (15.4) 296 141.0 (15.1) 301 0.0 –1.9 to 1.9 0.997

12 months 142.2 (16.1) 291 139.6 (14.0) 295 –2.7 –4.7 to –0.6 0.011

Diastolic blood pressure (mmHg)

6 months 78.0 (9.7) 296 78.2 (9.9) 301 –0.6 –1.8 to 0.6 0.337

12 months 78.7 (9.9) 291 76.6 (9.2) 295 –2.8 –4.0 to –1.6 < 0.001

Total cholesterol (mmol/l)

12 months 4.7 (1.1) 288 4.6 (1.2) 295 –0.1 –0.2 to 0.0 0.167

Ratio of total cholesterol to HDL cholesterol

12 months 4.0 (1.5) 287 4.0 (1.7) 294 –0.1 –0.2 to 0.1 0.451

Weight (kg)

6 months 91.1 (18.4) 296 91.7 (17.7) 301 –0.9 –1.5 to –0.2 0.006

12 months 91.2 (19.1) 291 91.3 (17.5) 293 –1.0 –1.8 to –0.3 0.008

BMI (kg/m2)

6 months 30.6 (5.4) 296 30.7 (5.5) 301 –0.3 –0.5 to –0.1 0.006

12 months 30.8 (5.7) 291 30.5 (5.4) 293 –0.4 –0.6 to –0.1 0.008

Note
All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline QRISK2 score and baseline outcome. General
practice was included as a random effect.
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satisfaction forms a scale of six questions that relate to different aspects of participants’ perceptions of the
quality and effectiveness of the care that they received from all of their care providers (usual care in the
control group; usual care plus the Healthlines Service in the intervention group).

As shown in Table 52, there was no evidence of any between-group differences in either general or
detailed satisfaction with primary care HCPs (GPs and nurses). However, there was strong evidence of a
difference in mean general satisfaction with NHS Direct, as well as overall satisfaction with the treatment
that participants had received at both 6 and 12 months, in favour of the intervention group. Although
participants in the intervention group were asked about their satisfaction with NHS Direct in addition to
their satisfaction with NHS Direct intervention staff and the Healthlines Service, the participants may not
have been able to distinguish between the two services (both were affiliated with NHS Direct).

Intervention satisfaction
Satisfaction with aspects of the Healthlines Service among participants in the intervention group remained
both stable and strong over the follow-up period (Table 53). Although comparisons with the usual care
group are not possible, these questions about intervention satisfaction used the same response scale as

TABLE 52 Patient satisfaction in the CVD risk trial

Patient satisfaction

Usual care Intervention
Adjusted
difference
in means 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

General GP satisfactiona

6 months 4.2 (0.9) 284 4.4 (0.7) 284 0.1 –0.0 to 0.2 0.152

12 months 4.2 (0.9) 280 4.3 (0.7) 283 0.0 –0.1 to 0.1 0.815

Detailed GP satisfactionb

6 months 4.3 (0.8) 260 4.4 (0.7) 258 0.1 0.0 to 0.2 0.078

12 months 4.3 (0.8) 250 4.4 (0.6) 255 0.1 0.0 to 0.3 0.033

General nurse satisfactiona

6 months 4.4 (0.7) 284 4.5 (0.6) 281 0.0 –0.1 to 0.1 0.910

12 months 4.5 (0.7) 275 4.4 (0.6) 281 0.0 –0.1 to 0.1 0.338

Detailed nurse satisfactionb

6 months 4.4 (0.7) 261 4.4 (0.6) 263 0.0 –0.1 to 0.1 0.912

12 months 4.4 (0.7) 255 4.4 (0.6) 262 0.0 –0.1 to 0.1 0.950

General NHS Direct satisfactiona

6 months 3.8 (1.0) 88 4.3 (0.8) 233 0.6 0.3 to 0.9 < 0.001

12 months 3.9 (1.0) 78 4.3 (0.8) 237 0.3 0.0 to 0.6 0.029

Treatment satisfactiona

6 months 3.7 (0.8) 208 3.9 (0.7) 244 0.2 0.1 to 0.3 0.003

12 months 3.7 (0.8) 215 3.9 (0.7) 244 0.1 0.0 to 0.3 0.038

a Analyses were adjusted by site (Bristol, Sheffield or Southampton) and baseline outcome score.
b Analyses were adjusted by site.
Notes
Larger mean scale scores indicate greater satisfaction (range 1–5). General practice was included as a random effect in all
analyses. As satisfaction ratings concerning GPs and nurses were not collected at baseline, these analyses were not adjusted
for any potential baseline differences between the two groups.
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those questions about primary care and treatment satisfaction and so comparisons can be made between
intervention satisfaction and primary care satisfaction. Participants in the intervention group appeared to
be as least as satisfied with the care that they received from the HIAs as they were with the care that they
received from GPs and nurses in their own practices (see Table 53). They were also satisfied with the
Healthlines website in general and even more so with the blood pressure monitoring page on the website.

Access to care
There is strong evidence that participants in the intervention arm had fewer difficulties in accessing aspects
of care related to service delivery (getting support and advice at times that suited them, when they needed
it most and from the HCPs they wanted to see) and they also reported receiving a greater amount of
support with their health care (Table 54).

TABLE 53 Patient satisfaction with the intervention in the CVD risk trial

Patient satisfaction Mean (SD) n

Detailed HIA satisfaction

6 months 4.5 (0.7) 257

12 months 4.5 (0.7) 259

Intervention website satisfaction

6 months 4.1 (0.7) 236

12 months 4.1 (0.7) 235

Satisfaction with blood pressure web page

6 months 4.3 (0.7) 203

12 months 4.3 (0.8) 201

Note
Larger mean scores indicate greater satisfaction (range 1–5).

TABLE 54 Access to care in the CVD risk trial

Measure of access to care

Usual care Intervention
Adjusted
difference
in means 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

Service delivery access difficultiesa

6 months 5.5 (1.6) 291 5.8 (1.4) 299 0.3 0.1 to 0.5 0.007

12 months 5.5 (1.7) 293 5.8 (1.3) 287 0.3 0.0 to 0.5 0.016

Amount of supportb

6 months 2.7 (0.7) 206 3.0 (0.5) 258 0.2 0.1 to 0.3 < 0.001

12 months 2.8 (0.6) 207 3.1 (0.5) 260 0.3 0.2 to 0.4 < 0.001

a Maximum possible score 7 (higher scores indicate fewer access difficulties).
b Maximum possible score 5 (higher scores indicate greater satisfaction).
Note
Analyses were adjusted by site (Bristol, Sheffield or Southampton) and baseline outcome score. General practice was
included as a random effect.
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Process measures analyses

With the exception of home blood pressure monitoring, there were no substantial differences between the
arms in participants’ use of other interventions or services (Table 55). The difference in use of home blood
pressure monitors in favour of the intervention group was expected, as this was a component of the
Healthlines Service.

Amount of intervention received

Number of Healthlines encounters
Figure 20 shows the number of Healthlines encounters started by intervention participants out of a
possible total of 13 encounters. The full intervention programme included an initial introduction and
assessment encounter, followed by 12 scheduled encounters. Three participants did not receive the

TABLE 55 Use of other related services in the CVD risk trial

Service Usual care, % (n/N) Intervention, % (n/N)

Use of lifestyle improvement books

6 months 6 (19/300) 9 (26/305)

12 months 5 (14/296) 8 (23/296)

Use of home blood pressure monitor

6 months 13 (40/303) 51 (154/301)

12 months 13 (39/297) 28 (83/293)

Use of internet-based smoking cessation group

6 months 0 (0/301) 1 (2/306)

12 months 0 (0/298) < 1 (1/306)

Use of GP/walk-in centre smoking cessation group

6 months 1 (2/303) 1 (3/307)

12 months 0 (0/298) < 1 (1/299)

Use of pharmacist advice for smoking cessation

6 months 1 (4/298) 2 (7/308)

12 months 1 (4/296) 1 (2/295)

Joined or renewed gym membership

6 months 8 (25/301) 8 (23/306)

12 months 8 (25/299) 6 (17/293)

Attended exercise class or fitness activity

6 months 18 (55/302) 18 (54/306)

12 months 20 (60/297) 16 (46/294)

Use of internet-based weight loss group

6 months 1 (3/301) 1 (3/307)

12 months < 1 (1/297) 1 (2/295)

Use of face-to-face weight loss group

6 months 1 (3/298) 3 (8/308)

12 months 2 (5/299) 1 (4/294)
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intervention because of an administrative error and two participants received only non-encounter calls
and so these five participants were categorised as not having any encounters. Data were also missing from
the intervention database for two additional participants and so it was not possible to tell how many
encounters they received. Of the remaining 323 intervention participants (325 randomised), 8% received
none or little of the intervention (started two or fewer encounters, including the initial encounter), 60%
received some of the intervention sessions planned (3–11 encounters) and 32% received all or almost all
of the planned encounters (12 or 13 encounters).

The median number of encounters started was 10 (IQR 8 to 12, n = 323), with a mean encounter duration
of 18 minutes (SD 9.5 minutes), and there were 3247 encounter calls in total.

Letters sent by health information advisors to participants and general practitioners
The median number of e-mails sent to participants by the HIAs was 1 (IQR 0 to 3, n = 310). The median
number of letters sent to participants’ GPs by e-mail was 5 (IQR 2 to 9, n = 310). The breakdown of these
letters by their content is detailed in Table 56.

Exploration of potential mechanisms

To explore the different components of the intervention, data were collected on different concepts of the
TECH model (see Chapter 5). These are presented descriptively within this report. However, some of the
explanatory variables from the TECH model were prespecified as secondary outcomes in the original
protocol and so between-group effects at the primary (12-month) time point have been estimated.

Patient engagement
Few participants in either arm made use of telehealth interventions other than the Healthlines Service
during the trial (Table 57) and there was no evidence that this differed between the two groups at
12 months.
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FIGURE 20 Distribution of Healthlines encounters started in the CVD risk trial.
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Engagement with the intervention
There are some indicators relevant to patient engagement that applied only to those in the intervention
group, as they pertain to engagement with the intervention. First, the median number of times that
participants logged on to the Healthlines website was 14 (IQR 3 to 47), which equates to about once per
month (Table 58). Most participants uploaded at least one blood pressure reading, with a median of 48
readings (IQR 0 to 87).

TABLE 56 Types of letters sent from intervention staff to participants’ GPs in the CVD risk trial

Letter content
Number of letters
(% of total letters sent)

Number of participants whose
GP was sent at least one letter
(% of 310)

Review of blood pressure medicationa 257 (15) 113 (36)

Blood pressure review (patient not on medication)a 88 (5) 37 (12)

Continuation note (monthly report) 887 (51) 233 (75)

Generic (information for GP) 15 (1) 14 (5)

Intervention introduction 318 (18) 304 (98)

Intervention conclusion 56 (3) 56 (18)

Side effects and medication issues 70 (4) 52 (17)

Referral for orlistat 7 (< 1) 7 (2)

Referral for smoking cessation therapy 3 (< 1) 3 (1)

Referral for statins 39 (2) 32 (10)

Uncontrolled blood pressurea 1 (< 1) 1 (< 1)

Total number of letters sent 1741

a 138 participants’ GPs (45% of 310 participants) had at least one letter sent detailing review of blood pressure
medication, blood pressure review (patient not on medication) and uncontrolled blood pressure.

Note
Three participants did not receive the intervention because of administrative errors and 12 participants’ GPs were not sent
any e-mails or were missing data. The data in this table pertain to the 310 remaining intervention group participants.

TABLE 57 Patient engagement: use of telehealth in the CVD risk trial

Telehealth service

Use of telehealth at least every 2 weeksa

Adjusted ORb 95% CI p-valueUsual care, % (n/N) Intervention, % (n/N)

NHS Direct telephone services

6 months < 1 (1/300) 1 (3/307)

12 months < 1 (1/297) 1 (2/299) NAc

Online searching

6 months 5 (15/300) 8 (24/306)

12 months 7 (21/297) 7 (22/296) 1.2 0.6 to 2.5 0.533

Online forum or group

6 months 1 (4/297) 1 (3/307)

12 months 1 (2/295) 1 (2/298) 1.3 0.1 to 17.1 0.838

NA, not applicable.
a Scale dichotomised as 0= used less than once a month, 1= used every 2 weeks or more.
b All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline outcome and baseline QRISK2 score.

General practice was included as a random effect.
c Model would not converge because of small numbers of responses in some categories.
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Second, to promote patient engagement with the Healthlines Service, every effort was made to ensure
that participants spoke to the same HIA throughout the intervention. The continuity of care index359 in the
current context measures the concentration of telephone calls with different HIAs. It measures the number
of HIAs that each participant spoke to, such that a higher continuity score indicates a greater number of
calls with fewer HIAs (range 0–1). As would be expected, the mean continuity score was lower when
unscheduled calls were included (Table 59). Third, the usual practitioner care index359 is interpreted here as
the percentage of encounters that a participant had with their ‘usual’ HIA, defined as the HIA with whom
they spoke to most often (range 0–1). Around two-thirds of all encounters were with participants’ usual
HIA and, like the continuity of care, the usual practitioner care score was lower when unscheduled
encounters were included (see Table 59).

General practitioner engagement
A form of GP engagement in this trial was the number of medication changes, which would be expected to
be greater in the intervention group because of the medication-related letters sent to GPs from the HIAs.
The number of changes in medication during the trial, defined as a change in drug name or dose from
baseline, was captured from participants’ medical records. There was no difference in number of changes in
antihypertensive medication between the two groups, with a median of zero changes (IQR 0 to 1) in both
groups (Figure 21). There was also no difference in the number of changes in cholesterol medication
between the two groups (Figure 22), with a median of zero changes (IQR 0 to 1) in both groups.

In terms of the results for those in the intervention group, these participants’ GPs rarely changed their
blood pressure target after the initial target was set at the start of the study (Table 60). In fact, only 8% of
participants suitable for home blood pressure monitoring had their target changed and no participants had
their target changed more than once.

TABLE 58 Patient engagement: use of the Healthlines Service web portal

Use of the web portal Median (IQR) n

Number of times participants logged onto the web portal 14 (3 to 47) 322

Number of blood pressure readings participants uploaded onto the web portal 48 (0 to 87) 296

Notes
Although 325 participants were randomised to the intervention group, three participants did not receive the intervention
because of an administrative error. Twenty-six participants out of 322 were unsuitable for home blood pressure monitoring.
Participants in the intervention group could enter blood pressure readings on the web portal whether or not they had
hypertension (i.e. whether or not they were taking part in home blood pressure monitoring).

TABLE 59 Intervention participant engagement: continuity of care with intervention staff in the CVD risk trial

Measure of engagement Mean (SD) n

Continuity of care index 0.46 (0.19) 307

Usual practitioner care index 0.65 (0.15) 318

Continuity of care index including non-scheduled calls 0.43 (0.16) 308

Usual practitioner care index including non-scheduled calls 0.61 (0.15) 320

Note
Three participants did not receive the intervention because of an administrative error, two participants had missing
encounter data from the intervention database and two participants received only non-scheduled calls. The data in this
table pertain to 318 remaining intervention group participants (320 when non-scheduled calls were included).
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FIGURE 21 Distribution of changes in antihypertensive medication: (a) control; and (b) intervention.
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FIGURE 22 Distribution of changes in cholesterol medication: (a) control; and (b) intervention.
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Self-management
Various aspects related to self-management in the CVD risk trial were measured by self-report in the
follow-up questionnaires. The participants in the intervention group reported doing more physical activity
and eating a healthier diet than the participants in the usual care group at 12 months (Table 61). It is
worth noting that the unadjusted mean scores in these two areas of self-management were maintained or

TABLE 60 General practitioner engagement: number of times blood pressure targets were changed for those in
the intervention group

Number of times blood pressure targets changed Number of participants Percentage

0 272 92

1 24 8

Total 296 100

Note
The data in this table pertain to 296 participants in the intervention group, as 26 participants were unsuitable for home
blood pressure monitoring and three participants did not receive the intervention because of an administrative error.

TABLE 61 Differences between trial arms in the CVD risk trial for self-reported facets of self-management

Aspect of self-management

Usual care Intervention
Adjusted
difference
in meansa 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

Physical activityb

6 months 2.9 (0.8) 299 3.0 (0.8) 304

12 months 2.9 (0.8) 294 3.0 (0.8) 297 0.1 0.0 to 0.2 0.003

Dietc

6 months 5.9 (2.2) 303 5.2 (2.2) 307

12 months 5.7 (2.1) 299 5.0 (2.1) 300 –0.7 –0.9 to –0.4 < 0.001

Self-management skills and self-efficacyb

Self-monitoring and insight

6 months 3.2 (0.4) 299 3.3 (0.4) 298

12 months 3.2 (0.4) 295 3.3 (0.4) 295 0.1 0.0 to 0.1 0.073

Constructive attitudes and approaches

6 months 3.3 (0.5) 299 3.4 (0.5) 300

12 months 3.3 (0.5) 296 3.4 (0.5) 295 0.0 0.0 to 0.1 0.628

Skill and technique acquisition

6 months 3.1 (0.5) 299 3.2 (0.5) 299

12 months 3.1 (0.5) 297 3.2 (0.5) 295 0.1 0.1 to 0.2 < 0.001

Health services navigation

6 months 3.1 (0.5) 301 3.3 (0.5) 301

12 months 3.1 (0.6) 296 3.2 (0.5) 297 0.0 0.0 to 0.1 0.268

a All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline outcome and baseline QRISK2 score.
General practice was included as a random effect.

b Subscale scores are from the heiQ.313 Higher scores indicate better self-management (maximum possible score 4).
c Subscale score is from the Starting the Conversation questionnaire.314 Higher scores indicate a more unhealthy diet

(maximum possible score 16).
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improved over the trial for both groups alike. In terms of the subscales from the Health Impact Education
Questionnaire,313 and similar to the results from the depression trial, the between-group differences in
unadjusted mean scores for aspects of self-management skills and self-efficacy are small (see Table 61).
However, there is evidence of a difference between the two groups for ‘skill and technique acquisition’ at
12 months in favour of the intervention group, but almost no change in these mean scores over the trial
for both groups.

Treatment optimisation
The proportion of participants who reported taking blood pressure-lowering medication (antihypertensives)
or cholesterol-lowering medication (statins) was very similar in both arms and there was no evidence of a
difference between the two groups at 12 months (Table 62).

Both groups also self-reported similar adherence to their medications (Table 63), with generally greater
adherence to antihypertensives than to statins at both 6 and 12 months. Nevertheless, there is evidence
that the intervention group were slightly better than the usual care group at taking both types of
medication as prescribed at 12 months.

The numbers of participants who were prescribed at least one medication related to CVD modifiable risk
factors were similar for each drug type between the two groups (Table 64). The information shown in this
table was extracted from participants’ medical records.

TABLE 62 Treatment optimisation: self-reported use of antihypertensives and statins

Medication use Usual care, % (n/N) Intervention, % (n/N) Adjusted ORa 95% CI p-value

Antihypertensives

6 months 64 (184/288) 68 (195/285) NA

12 months 68 (196/289) 70 (202/287) 1.4 0.8 to 2.5 0.249

Statins

6 months 54 (158/294) 53 (159/300) NA

12 months 56 (165/297) 57 (166/290) 1.2 0.7 to 1.9 0.562

NA, not applicable.
a OR comparing intervention with usual care. All analyses were adjusted by site (Bristol, Sheffield or Southampton),

baseline outcome and baseline QRISK2 score. General practice was included as a random effect.

TABLE 63 Treatment optimisation: self-reported medication adherence to antihypertensives and statinsa

Medication adherence

Usual care Intervention
Adjusted
difference
in meansb 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

Antihypertensives

6 months 3.8 (0.6) 187 3.9 (0.4) 198

12 months 3.8 (0.5) 194 3.9 (0.3) 203 0.1 0.0 to 0.2 0.013

Statins

6 months 3.6 (0.7) 161 3.8 (0.6) 163

12 months 3.6 (0.8) 165 3.8 (0.5) 169 0.2 0.1 to 0.3 0.005

a Morisky medication adherence four-item scale score.315 Higher scores indicate greater adherence.
b All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline outcome and baseline QRISK2 score.

General practice was included as a random effect.
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Care co-ordination
Despite quite similar unadjusted mean scores between the intervention group and the usual care group for
the role clarity and co-ordination subscale from the generic measure of continuity of care,317 there was
some evidence of a difference between the two groups in favour of the intervention group (Table 65).
Second, those in the intervention group were more likely to report that their treatment involved a care
plan at 6 months and there was strong evidence of a difference between the groups at 12 months.
Additionally, there was some evidence that participants in the intervention group were more satisfied with
the organisation of their health care than those in the usual care group. Finally, both groups had to
organise their own health care to about the same degree at 6 and 12 months (see Table 65).

Patient context

Motivation
Participants’ motivation to participate in the study was captured within the baseline questionnaire. As
covered in Chapter 7 (see Table 14), internal motivation reflects a participant’s inclination to make changes
in his or her life, whereas joining the study because of external motivation reflects self-perceived external
pressures for treatment (e.g. from one’s GP). As illustrated in Table 66, there was very little difference
between the scores across the two groups, but participants were more internally motivated than
externally motivated.

TABLE 64 Treatment optimisation: CVD risk-related medication prescriptions during the trial

Medication prescriptions

Usual care Intervention Intervention vs. usual care

% n/N % n/N Adjusted OR 95% CI p-value

Experienced at least one change in medication over the trial period

Antihypertensive 32 100/316 38 123/325 1.3a 0.9 to 1.8 0.117

Cholesterol drugs including statins 22 71/316 26 84/325 1.2a 0.8 to 1.7 0.327

Prescribed at least one medication over the trial period

Antiplatelet 18 57/316 19 62/325

Cholesterol drugs including statins 61 192/316 62 201/325

Smoking cessation 1 3/316 2 5/325

Obesity medication 1 2/316 1 4/325

Antihypertensive 70 222/316 73 236/325

Prescribed antihypertensive drug by drug class over the trial period

ACE inhibitors or ARBs 50 159/316 52 170/325

Beta-blockers 18 58/316 16 52/325

Calcium blockers 36 114/316 40 129/325

Diuretics 28 90/316 29 93/325

Other 8 26/316 8 26/325

ACE, angiotensin-converting-enzyme; ARB, angiotensin receptor blocker.
a Data about types of medication prescribed are shown descriptively to reduce statistical comparisons between groups that

had not been pre-specified. Analyses were adjusted by site (Bristol, Sheffield or Southampton) and baseline QRISK2
score. General practice was included as a random effect.
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Use of the internet
Participants were asked about their general use of the internet, including e-mail. Table 67 shows the
numbers of participants who reported that they used the internet more than once week. These results
seem balanced across the two groups, with slightly more using the internet at 6 months in the usual care
group than in the intervention group.

Health literacy and technology confidence
Table 68 shows that participants in the intervention group had more health literacy than those in the usual
care group at both 6 and 12 months, but there was no evidence of a reliable difference between groups.
Interestingly, the between-group difference in mean health literacy score had decreased by 12 months.

Finally, in terms of technology confidence, Table 68 illustrates that the usual care group had slightly
greater confidence than the intervention group in using both the internet and the telephone across the
trial period. Although the intervention group had greater social media confidence at 6 months, this
decreased to the same level of mean confidence as the usual care group by 12 months. We note that

TABLE 65 Self-reported experiences of care co-ordination in the CVD risk triala

Experiences of care
co-ordination

Usual care Intervention
Adjusted
difference
in meansb 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

Role clarity and co-ordination (range 0–3)

6 months 2.9 (0.5) 260 2.9 (0.4) 270

12 months 2.9 (0.5) 247 3.0 (0.3) 263 0.1 0.0 to 0.1 0.015

Evidence of a care plan (range 0–7)

6 months 3.5 (2.1) 227 4.9 (1.8) 243

12 months 3.8 (2.1) 209 4.9 (2.0) 236 1.2 0.8 to 1.5 < 0.001

Overall experience of organisation of health care (range 1–5)

6 months 3.6 (0.9) 300 3.9 (0.7) 302

12 months 3.6 (0.9) 296 3.8 (0.7) 296 0.1 0.0 to 0.2 0.044

Self-organisation of health care (range 1–5)

6 months 3.8 (1.1) 286 3.8 (1.0) 292

12 months 3.9 (1.1) 283 3.8 (1.0) 287 –0.1 –0.2 to 0.1 0.368

a Subscale scores are from the generic measure of continuity of care.317 Higher scores indicate greater participant-reported
care co-ordination or self-organisation.

b All analyses are adjusted by site (Bristol, Sheffield or Southampton), baseline outcome and baseline QRISK2 score.
General practice is included as a random effect.

TABLE 66 Patient context: self-reported internal and external motivation for joining the CVD risk trial

Motivation

Usual care Intervention

Unadjusted mean (SD) n Unadjusted mean (SD) n

Internal motivation 4.8 (1.8) 313 4.7 (1.9) 324

External motivation 1.5 (1.2) 308 1.5 (1.0) 319

Note: subscale scores were adapted from the Treatment Motivation Questionnaire – Revised (TMQ-R) scale.311,312 Higher
scores indicate higher motivation (range 1–7).
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hypothesis testing was not performed on the technology confidence mean differences as these variables
were not prespecified secondary outcomes.

Adverse events

The frequencies of adverse events are reported in Table 69. Over the trial and as defined in Chapter 7
(see Serious adverse events), there was a total of 76 reported adverse events, with no difference between
the arms. Although the majority of adverse events were either not serious or serious but unrelated to
participation in the trial, there was one incident that was serious and possibly related to the intervention. In
this case, the participant collapsed and was taken to hospital as a result of low blood pressure, which was
deemed to have been caused by a combination of weight loss and the failure to then change the dosage of
blood pressure medication he was taking. This participant was not eligible for blood pressure monitoring in
the study and so the HIAs were not reviewing blood pressure readings with the participant, but it is possible
that advice from the intervention may have contributed to the weight loss. The intervention team, however,
was not responsible for changes in medication.

TABLE 68 Patient context: self-reported health literacy and confidence in using technology in the CVD risk trial

Outcome

Usual care Intervention
Adjusted
difference
in meansa 95% CI p-value

Unadjusted
mean (SD) n

Unadjusted
mean (SD) n

Health literacyb

6 months 3.8 (0.7) 300 4.0 (0.7) 305

12 months 3.9 (0.7) 296 4.0 (0.7) 295 0.1 –0.0 to 0.2 0.128

Confidence in using technologyc

Internet confidence

6 months 5.9 (1.8) 298 5.7 (1.8) 306

12 months 5.9 (1.7) 297 5.8 (1.8) 297

Social media confidence

6 months 3.0 (2.2) 295 3.1 (2.1) 301

12 months 3.0 (2.1) 294 3.0 (2.1) 293

Telephone confidence

6 months 6.2 (1.3) 300 6.0 (1.4) 306

12 months 6.2 (1.3) 297 6.1 (1.4) 297

a All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline outcome and baseline QRISK2 score.
General practice was included as a random effect.

b Subscale score adapted from the eHealth Literacy Scale (eHEALS).316 Higher scores indicate greater health literacy (range 1–5).
c Higher scores indicate greater technology confidence (range 1–7).

TABLE 67 Patient context: self-reported general use of the internet in the CVD risk trial

Follow-up point (months) Usual care, % (n/N) Intervention, % (n/N)

6 79 (237/300) 76 (230/303)

12 79 (235/298) 79 (236/299)

Note
Scale dichotomised as 0 = use every 2 weeks or less, 1= use more than once a week.
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Post hoc subgroup analyses suggested by the embedded
qualitative study

Two main hypotheses were generated by the embedded qualitative study (see Chapter 11, Testing
hypotheses generated by the embedded qualitative study), which we have investigated in a post hoc
exploratory subgroup analysis. We recognise the exploratory nature of these analyses and that any such
analysis is likely to have low power to detect anything but very large interaction effects. The hypotheses,
along with details of the analyses, were as follows:

1. As it might be expected that those who had more severe readings of their baseline CVD risk factors
would improve these readings to a greater degree, a subgroup analysis was used to compare those
with high and those with low baseline blood pressure in terms of their improvement in blood pressure
at 12 months. Likewise, we also compared those with a high and those with a low BMI and those who
smoked and those who did not smoke at baseline in terms of 12-month BMI and 12-month smoking
status respectively.
This first hypothesis was tested using a linear or logistic regression model of the modifiable risk factor
outcome as appropriate, adjusted by baseline QRISK2 score, site (Bristol, Sheffield or Southampton) and
general practice as a random effect. The results are presented in Tables 70 and 71, which show that
there is no evidence of a subgroup effect for any of the modifiable risk factors. Therefore, those with
higher baseline systolic blood pressure did not reliably improve their blood pressure more than those
with low baseline blood pressure, with similar results found for BMI and smoking status.

TABLE 69 Adverse events reported throughout the CVD risk trial by relatedness to the intervention and seriousness

Adverse event

Usual care Intervention

Not related
Definitely
related Not related

Unlikely to
be related Possibly related

Definitely
related

Not serious 13 1 8 2 3 2

Serious, unexpected 24 0 19 2 1 0

Serious, expected 0 0 0 1 0 0

TABLE 70 Post hoc subgroup analyses of systolic blood pressure and BMI in the CVD risk trial

Blood pressure/BMI

Outcome at 12 months’ follow-up

Adjusted
difference
in meansa 95% CI

Interaction
p-value

Usual care Intervention

Mean (SD) n Mean (SD) n

Systolic blood pressure (mmHg)

Low (< 140) 133.9 (14.0) 90 130.9 (12.5) 85 –2.9 –6.9 to 1.1

High (≥ 140) 146.0 (15.6) 201 143.1 (13.1) 210 –3.1 –5.7 to –0.5 0.942

BMI (kg/m2)

Low (< 30.0) 26.3 (2.6) 131 26.2 (2.7) 128 –0.1 –1.0 to 0.8

High (≥ 30.0) 34.4 (4.8) 160 33.8 (4.5) 165 –0.7 –1.5 to 0.1 0.361

a All analyses were adjusted by site (Bristol, Sheffield or Southampton), baseline outcome and baseline QRISK2 score.
General practice was included as a random effect.
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2. Given concerns about whether or not the inclusion criteria should have been different, because some
people had a low need or no desire to modify risk factors, we undertook a subgroup analysis on level
of internal and external motivation for joining the study. Those who were highly motivated to join the
study because they personally wanted to make changes in their life (i.e. internal motivation) would be
expected to improve their cardiovascular risk more than those with low internal motivation.
This hypothesis was tested using the internal and external motivation subscales314,315 (see Table 14).
Both scales were dichotomised at the overall median score (i.e. not by trial arm) to categorise the
participants into two subgroups. The median for the internal motivation subscale was 5 and the median
for the external motivation subscale was 1. The results are presented in Table 72, which show that
there was no evidence of a subgroup effect for either internal or external motivation.

Discussion of the results of the cardiovascular risk trial

Interpretation of the findings
The CVD risk trial showed weak evidence of a modest benefit from the intervention on the primary
outcome, which was response to treatment in terms of maintenance or reduction in CVD risk assessed using
the QRISK2 over a 12-month period. Our point estimate of the effect was a 30% improvement in the odds
of responding to treatment, which would be a meaningful clinical improvement. However, despite the large
sample size, the 95% CIs for this estimate were wide and included the possibility of no effect (OR 1.0) or a
90% increase in the odds of improvement (OR 1.9). Furthermore, the secondary analysis treating QRISK2
as a continuous measure showed only a very small reduction in QRISK2 score in the intervention group.

TABLE 71 Post hoc subgroup analyses of smoking status in the CVD risk trial

Smoking status

Non-smokers at 12 months’ follow-up,
% (n/N)

Adjusted ORa 95% CI
Interaction
p-valueUsual care Intervention

Current smoker 18 (10/57) 7 (3/43) 0.4 0.1 to 1.6

Not current smoker 98 (229/234) 96 (243/252) 0.6 0.2 to 1.8 0.642

a OR comparing intervention with usual care. All analyses are adjusted by site (Bristol, Sheffield or Southampton), baseline
outcome and baseline QRISK2 score. General practice is included as a random effect.

TABLE 72 Post hoc subgroup analysis of motivation level in the CVD risk triala

Motivation

QRISK2 response at 12 months’ follow-up,
% (n/N)

Adjusted ORb 95% CI
Interaction
p-valueUsual care Intervention

Baseline internal motivation

Low (≤ 5) 41 (67/165) 47 (80/169) 1.3 0.9 to 2.1

High (> 5) 45 (55/123) 54 (68/125) 1.4 0.8 to 2.4 0.888

Baseline external motivation

Low (≤ 1) 43 (91/214) 50 (106/212) 1.3 0.9 to 2.0

High (> 1) 44 (31/70) 49 (38/77) 1.2 0.6 to 2.4 0.855

a Internal and external motivation subscales are based on adapted items from the Treatment Motivation Questionnaire –

Revised (TMQ-R).314,315 Low and high subgroups were created by dichotomising scores at the median.
b OR comparing intervention with usual care. All analyses are adjusted by site (Bristol, Sheffield or Southampton) and

baseline QRISK2 score. General practice is included as a random effect.
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It is important to note that the QRISK2 as a continuous measure is strongly dominated by non-modifiable
factors such as patient age and has a wide SD because of these factors. It is insensitive to change as an
outcome measure in a trial, which is why it was not chosen as the primary outcome.

The QRISK2 is a composite measure, including the modifiable risk factors of blood pressure, smoking,
cholesterol level and BMI (for which weight is the modifiable factor) as well as other non-modifiable factors.
The Healthlines intervention was designed to address these modifiable risk factors by supporting participants
to change their behaviour through techniques such as goal-setting and self-monitoring and by supporting
them to access resources to help them with these behaviour changes. The Healthlines intervention also
encouraged optimisation of drug treatment and co-ordination of efforts made by participants, their GP and
Healthlines staff to improve their CVD risk factors. The individual risk factors that constitute the QRISK2 score
are therefore key secondary outcomes. Our findings show that the intervention was associated with small but
clinically meaningful reductions in participants’ blood pressure and weight, but no improvements in smoking
status or cholesterol level. The combined effect of these factors means that there was only a modest benefit in
terms of overall CVD risk reduction.

One further explanation for the limited benefit in terms of QRISK2 score is the effect of smoking, which
makes a major contribution to overall CVD risk.195 In this trial we observed a non-significant trend towards a
greater chance of being a smoker in the intervention group than in the usual care group after 12 months.
This could be because of regression to the mean, as there was a higher proportion of smokers in the usual
care group than in the intervention group at baseline but a similar proportion at 12 months. However, this
trend towards a negative impact of the intervention on smoking will have tended to cancel out any positive
effect of improved blood pressure and weight in terms of overall CVD risk.

Although the intervention was associated with only small improvements in participants’ blood pressure,
it is important to note that only 71% (210/295) of participants in the intervention arm had high blood
pressure at baseline and so not all patients were treated to reduce their blood pressure. The mean baseline
blood pressure in the intervention group was only slightly above target at 148/81 mmHg, so the scope for
improvement was limited. Therefore, one would anticipate smaller reductions in blood pressure in this trial
than in a trial of treatments for patients whom were selected because they all had hypertension.

For those with hypertension in this trial, the intervention was intended to improve blood pressure control
through several mechanisms. Through self-monitoring, participants with hypertension should have been
motivated to adhere to their medication, seek changes in their medication if their blood pressure was not
well controlled and participate in other behaviours such as improved diet and exercise, which would, in
turn, improve their blood pressure. In addition, the intervention was designed to optimise treatment by
identifying patients with poor blood pressure control, informing participants’ GPs of this and encouraging
them to escalate treatment to targets in line with NICE guidance. The GPs were sent details of the
participants’ blood pressure readings, reminded of treatment targets and sent explicit guidance about
recommended treatment changes.

The results demonstrate changes in some but not all of these mechanisms. There was evidence that
participants in the intervention arm were more adherent to their blood pressure medication, improved their
diet and undertook more physical activity. In line with the self-reported diet and physical activity improvements,
the intervention was associated with small and sustained reductions in weight. It is important to note that only
56% (166/295) of participants in the intervention arm had a BMI ≥ 30 kg/m2 at baseline, which was the
criterion for implementing more targeted weight loss interventions. However, there was no evidence that
the GPs of participants in the intervention arm were more active in escalating drug treatment in terms of the
proportion of people prescribed blood pressure treatment or the number of changes in blood pressure
treatment dose or type. This is despite the fact that the Healthlines HIAs sent letters to the GPs of 138 (45%)
patients in the intervention arm requesting a review of their blood pressure treatment. These letters were sent
because the HIAs had reviewed the participants’ self-monitoring blood pressure readings and had identified
that they were not being treated to the appropriate target.
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There was no evidence that the intervention was associated with benefits in terms of total cholesterol level
or ratio of total cholesterol to HDL cholesterol. Although the reduction in weight and improved diet
associated with the intervention would be expected to have a small positive impact on cholesterol level, the
main hypothesised mechanism of action was through greater prescription of statins and greater medication
adherence. Almost all participants in this trial would be recommended prescription of statins according to
NICE guidance, as they had a CVD risk of ≥ 20% as a criterion for entry to the trial. At baseline, however,
only half (49%) of participants were being prescribed statins and at 12 months’ follow-up this had only
slightly increased to 57% in both the intervention and the usual care arms. The topic of statins came up as
an item for discussion in the HIA scripts at every Healthlines encounter and participants were encouraged to
take their medication if it had been prescribed based on scripts exploring and addressing problems with
adherence. If statins were not being prescribed, the scripts instructed the HIAs to explain about statins and
to seek permission to contact participants’ GPs. GPs were sent a clear treatment recommendation, details
of the participants’ CVD risk and a succinct summary of NICE guidelines. Our results provide evidence of
improved patient adherence with regard to cholesterol-lowering medication, but relatively few letters about
statins [39 letters relating to 32 (11%) patients] were sent by HIAs to GPs and there was no evidence of
greater prescriptions of statins (above the increase also observed in the usual care group) or of more
changes in dose or treatment.

Telehealth interventions such as the Healthlines Service have the potential to improve access to health
care by making it easier to obtain care conveniently and by providing support for self-care. As with
the depression trial, there was evidence from this trial that participants experienced better access to health
care, felt that they had more support and advice and were more satisfied with the treatment that they
received than those in the control arm. There was only limited evidence that participants gained more
confidence in self-management, although they did express slightly more positive attitudes on the skills and
technique scale of the heiQ.

The Healthlines Service was also designed to promote management of LTCs through a care plan (providing
information about participants’ condition and discussing treatment options in line with their goals) and to
improve co-ordination of the care and treatment available to participants from various sources including
their GP and the internet. In contrast to the depression trial, participants in the intervention arm in the
CVD risk trial were more likely to have discussed a care plan and were also more likely to have a positive
experience of the organisation and co-ordination of their care than those in the usual care arm.

Strengths and limitations
There are a number of strengths to the CVD risk trial that also apply to the depression trial and these will
be discussed in more detail in Chapter 12. These include the large sample size, high level of participant
retention and masked outcome assessment, which enhance internal validity. Additional shared benefits are
the highly pragmatic nature of the intervention and the multicentre trial recruitment method, both of which
enhance external validity. Furthermore, basing the intervention on a conceptual model and conducting an
embedded process evaluation help to understand potential causal mechanisms, whereas the nested
economic evaluation provides information about cost-effectiveness.

There are also some shared limitations of both the depression and the CVD risk trials, which include the
difficulties and delays in service delivery because of the closure of NHS Direct and the relatively low level of
recruitment in terms of the percentage of all those sent information about the trial. Both of these issues
will be discussed in more detail in Chapter 12.

There were several further limitations specific to the CVD risk trial, some of which relate to the
implementation of the intervention and some of which relate to the research process. First, there were
technical problems in adapting the Duke patient management software to suit the UK context and the
NHS Direct software platform. This led to substantial delays both before and after participants were
recruited. For some participants, there was a delay of several months between when their baseline
measures were obtained and when they started receiving the intervention. This reduced the ‘dose’ of
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intervention that they received and, in addition, their risk factors may have changed in the intervention
period and they may have lost interest in engaging with the intervention because of repeated delays.
Second, and as will be discussed in Chapter 11, some participants appear to have taken part in the trial
from an altruistic desire to support research rather than to make changes to their health. Third, the
research process itself may have acted as part of the intervention, particularly the collection of CVD risk
information at the baseline and outcome assessments. Finally, although randomised trials are intended to
remove differences between the intervention and the treatment arms apart from the intervention, this
is an oversimplification, particularly in trials involving behaviour change interventions, whereby being in
one arm or the other may, in itself, act as an intervention and have an effect on motivation, behaviour
and outcomes.373

Use of the QRISK2 measure as the primary outcome also has limitations. The QRISK2 is a composite score
calculated from a range of individual risk factors. In this trial, changes in risk depended on changes in the
modifiable risk factors of blood pressure, ratio of total cholesterol to HDL cholesterol, smoking status and
BMI. During the process of checking and cleaning the data for this trial, we found that some individuals
had much larger changes in their QRISK2 scores between baseline and follow-up than we anticipated
and this was often because of large fluctuations in blood pressure and cholesterol levels at different
time points, as well as inconsistencies in the reporting of smoking even after validation using a carbon
monoxide monitor. These variations may well be the result of day-to-day variability and/or measurement
error rather than the effect of clinical management and this creates ‘noise’ in the measurement of the
primary outcome, which reduces our ability to assess the impact of the intervention compared with usual
care. In retrospect, it would have been better to use 24-hour ambulatory blood pressure monitoring to
assess blood pressure, although the approach that we used was considered best practice at the time that
the study was designed.

Furthermore, it is perhaps surprising that improvements in blood pressure and weight in the intervention
arm did not lead to larger improvements in CVD risk as assessed using the QRISK2, as epidemiological
studies suggest that a large reduction in risk is obtainable with small reductions in blood pressure,
irrespective of baseline blood pressure.374 The QRISK2 equation has not been published and so it is not
clear how each component contributes to the overall risk estimate. In future sensitivity analyses we plan to
explore whether or not our findings would have been different if we had used a different risk equation
such as the Framingham risk score,196 which would help us to more fully understand the relationship
between the risk factor changes observed and the overall estimate of risk.

Relationship to previous research
Two systematic reviews have been published recently, both of which are consistent with the findings of the
Healthlines study. The first explored the effectiveness of multiple risk factor interventions delivered over the
internet, with or without therapist support, in reducing cardiovascular risk.375 Of nine studies included, three
found benefits in terms of weight reduction, two found benefits for systolic blood pressure and one found
benefits for cholesterol level. No studies found evidence of increased smoking cessation rates. Most of the
studies were small (< 100 participants) and of moderate quality. The authors concluded that there was
little evidence that these interventions provide benefit.375 The second review was of trials of multifactorial
telehealth interventions to reduce cardiovascular risk, with the findings reported in Chapter 2. The studies
included in the review were heterogeneous in terms of context and the nature of the intervention and most
had short periods of follow-up. Some (but not all) of the trials included in this review demonstrated a small
improvement in systolic blood pressure and several showed very small and non-significant reductions in total
cholesterol. There was no evidence that the multifactorial telehealth interventions were associated with
reductions in smoking. Of the four studies that reported an outcome of overall CVD risk, one showed a
small reduction in overall risk associated with the intervention,48 but this was not found in the other studies
or a meta-analysis.61

A more recent study from the Netherlands reported the findings of an online nurse practitioner-supported
intervention for vascular risk management in patients with clinically manifest vascular disease.376 Although
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the patients were recruited in secondary care and had an established disease (unlike Healthlines
participants), the design of the study has similarities to that of the Healthlines CVD risk trial. The primary
outcome was the relative change in Framingham heart risk score after 1 year, calculated as the difference
between the groups in change in Framingham heart risk score from baseline to the 1-year follow-up divided
by the mean Framingham heart risk score at baseline. The findings were of a decreased Framingham heart
risk score after 12 months of –2.1 (95% CI –3.8 to –0.3), which equates to a relative change of –14%
(95% CI –25% to –2%). However, there were baseline imbalances in the Framingham heart risk score and,
after adjusting for these, there was no longer convincing evidence of a difference between arms (difference
in Framingham score of –1.2, 95% CI –2.7 to 0.3; relative change –8%, 95% CI –18% to 2%).

Evidence about specific approaches used
The Healthlines Service for CVD risk targeted modifiable risk factors such as smoking, obesity and
hypertension, as well as being designed to promote improved diet, exercise and medication adherence
and reductions in alcohol consumption. Research on telehealth interventions to address these specific risk
factors is therefore relevant.

Blood pressure self-monitoring
Several systematic reviews have demonstrated the effectiveness of home blood pressure monitoring.148,150,377

In the review by Agarwal et al.,148 compared with clinic-based measurements, self-monitoring of blood
pressure was associated with small reductions in systolic blood pressure (–2.63 mmHg, 95% CI
–4.24 to –1.02 mmHg) and diastolic blood pressure (–1.68 mmHg, 95% CI –2.58 to –0.79 mmHg). In a
meta-regression analysis, interventions that included telemonitoring had slightly greater effects. In an
overview of four systematic reviews of telemonitoring in patients with hypertension, all four showed
benefits in terms of blood pressure of remote telemonitoring.378 However, not all relevant trials show such
benefits. For example, a recent UK-based trial of blood pressure telemonitoring and nurse-led telephone
support for patients with hypertension and a history of stroke did not find any benefits for blood pressure.379

The findings from the above systematic reviews are consistent with the findings of the Healthlines trial,
showing small benefits in blood pressure from self-monitoring. Interestingly, a recent trial that included
self-titration of blood pressure medication showed greater benefits in patients with hypertension at
high CVD risk.380 Some other studies have also shown large improvements in blood pressure. The CVD
programme adapted for the Healthlines Service was based on that developed by Bosworth et al.295 in the
USA and a trial of this intervention in the USA found much larger reductions in blood pressure than we
observed in the Healthlines CVD risk trial. Large reductions in blood pressure have also been observed
in other North American studies of self-monitoring, online communication and pharmacist support.45,381

The finding that studies from the USA consistently show greater benefits than trials of similar interventions
in the UK may reflect differences in the usual care provided by primary care services to patients in the
usual care arms of these trials or differences in how the interventions were delivered.

A recent Scottish study investigated blood pressure self-monitoring with remote transmission of findings
to an online resource that provided automated feedback and clinician review.382 Participants (n = 401) had
uncontrolled high blood pressure. The intervention had similarities to the Healthlines approach to blood
pressure monitoring and review. The benefits seen in the Scottish study were slightly greater than those
observed in the Healthlines study, with a mean reduction of 4.3 mmHg and 2.3 mmHg in systolic and
diastolic blood pressure, respectively, after 6 months’ follow-up. No differences between the intervention
and the usual care groups were observed in weight, cholesterol medication adherence or quality of life.
However, benefits in quality of life associated with blood pressure self-monitoring have been reported in
other similar studies,383,384 which is of relevance to the findings on quality of life observed in the Healthlines
CVD risk trial and reported in Chapter 10.

Smoking cessation
A recent systematic review of internet-based interventions to support smoking cessation identified
28 relevant trials.385 The results suggest that some internet-based interventions can assist with smoking
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cessation, particularly those that are interactive and tailored to individuals. However, trials that compared
internet interventions with usual care or self-help did not show consistent effects and were at risk
of bias. On the other hand, a systematic review of five mobile telephone interventions, mainly based on
text messaging, showed that these increased long-term smoking cessation rates compared with control
programmes (risk ratio 1.71, 95% CI 1.47 to 1.99).160 A Cochrane review found that telephone ‘quitlines’
can improve cessation rates in people who proactively contact them386 and a review of online and other
electronic aids for smoking cessation demonstrated that these aids had small positive effects.159

Given that these reviews were all positive, it is disappointing that the Healthlines Service had no positive
impact on smoking, although this is also consistent with previous trials of multifactorial interventions.
The most likely explanation is that smoking cessation aids may help people who specifically participate in
an intervention trial designed to help them stop smoking, whereas those enrolled in a study to reduce
overall CVD risk may not need to stop smoking (if they do not smoke at baseline) or be motivated to quit.

Weight loss
A recent Cochrane review of computer-based interactive interventions for weight loss in overweight
individuals identified 14 studies.164 A meta-analysis suggested that, compared with no intervention or
minimal intervention, these interventions were associated with a mean weight loss of 1.5 kg (95% CI
0.9 to 2.1 kg). This is of a similar magnitude to the weight loss observed in the Healthlines CVD risk trial.

Conclusion

The Healthlines Service for raised CVD risk was associated with small improvements in blood pressure and
weight, but no reductions in the ratio of total cholesterol to HDL cholesterol or smoking. Overall, there
was weak evidence of a small beneficial effect of the intervention on the primary outcome of maintenance
or reduction in CVD risk. Participants in the intervention group reported small improvements in the
secondary outcomes of ease of access to health care, support and advice received and satisfaction with
the treatment received. They were also more likely to have discussed a care plan and to have a positive
experience of the organisation and co-ordination of their care than those in the usual care arm.
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Chapter 10 Economic evaluation results

Some of the material in this chapter has been published in the following papers and is reproduced here
with permission:

Dixon P, Hollinghurst S, Edwards L, Thomas C, Foster A, Davies B, et al. Cost-effectiveness of telehealth for
patients with depression: evidence from the Healthlines randomised controlled trial. Br J Psychiatry Open
2016;2:262–9.387 © The Royal College of Psychiatrists 2016.

Dixon P, Hollinghurst S, Edwards L, Thomas C, Gaunt D, Foster A, et al. Cost-effectiveness of telehealth for
patients with raised cardiovascular disease risk: evidence from the Healthlines randomised controlled trial.
BMJ Open 2016;6:e012352.388

Dixon P, Hollinghurst S, Ara R, Edwards L, Foster A, Salisbury C. Cost-effectiveness modelling of telehealth
for patients with raised cardiovascular disease risk: evidence from a cohort simulation conducted alongside
the Healthlines randomised controlled trial. BMJ Open 2016;6:e012355.389

These are Open Access articles distributed in accordance with the terms of the Creative Commons
Attribution (CC BY 4.0) license, which permits others to distribute, remix, adapt and build upon this work,
for commercial use, provided the original work is properly cited. See: http://creativecommons.org/licenses/
by/4.0/.

Abstract

Background: The aim was to estimate the cost-effectiveness of the Healthlines depression and CVD risk
interventions compared with usual care.

Methods: Cost–consequence and cost-effectiveness designs were used in the economic evaluation. Cost
and quality of life data formed the basis of the within-trial evaluations. We undertook cost-effectiveness
analysis from a health system perspective by comparing NHS costs with QALYs calculated from responses
to the EQ-5D-5L questionnaire. A cohort simulation model was developed for the CVD risk trial to estimate
the long-term impact of the intervention on participants’ lifetime health. Data sets obtained from multiple
imputation were used for the base-case analysis to account for missingness (51% and 18% of data were
missing in the depression and CVD risk trials respectively).

Findings: The depression intervention was not cost-effective, largely because of a very small mean
between-arm difference in QALYs of 0.001, associated with an intervention incremental cost of £192.
This was robust to a sensitivity analysis that tested alternative costs for the intervention and to the inclusion
of NHS secondary and community care costs. The complete-case analysis, conducted as a sensitivity analysis
on the main results, was biased by differential missingness in responses to health-related quality of life
questionnaire items. The intervention was cost-effective for the CVD risk within-trial evaluation. A larger
between-arms QALY difference (0.0132) was observed in this trial and the incremental cost associated with
the intervention was lower (£138). Complete-case results were similar. Results from the simulation model
were sensitive to cost and QALY data from the trial and to the assumed duration of the intervention’s effect.

Conclusion: Although the depression intervention was not cost-effective, the evidence suggests that the
CVD risk intervention is probably cost-effective for long durations of effect (e.g. a permanent lifetime effect)
but may not be cost-effective for short durations (e.g. effects that do not last much longer than 1 year).
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Introduction

The aim of the economic evaluation was to investigate the cost-effectiveness of the Healthlines
intervention for participants with depression and raised CVD risk. We undertook cost-effectiveness analysis
from a health system perspective by comparing NHS costs with QALYs calculated from responses to the
EQ-5D-5L questionnaire. Resource use and quality of life data are presented for available cases and
complete cases and on an imputed basis (see Chapter 7, Economic evaluation methods). The number of
available cases differed between information sources (e.g. primary care records, questionnaires) and within
information sources (e.g. to specific questions within a questionnaire). Complete cases were defined in
each trial for the purposes of economic analysis as participants with complete data on all NHS and PSS cost
items and all health-related quality of life items at each measurement point. The depression trial had a
lower proportion of complete cases (49% of those randomised) than the CVD risk trial (82%).

Results are reported in 2013 UK pounds.

Depression trial

NHS resource use in the depression trial

Intervention for depression participants
Information about the number of telephone calls made by the HIAs to depression participants and their
duration is shown in Table 73. We also show the use of the other intervention resources, namely the
LLTTFi CBT website, the designated CBT book (Overcoming Depression and Low Mood: a Five Areas
Approach)292 and the BWW website. The results are also given for the subset of participants for whom we
had complete NHS and PSS cost and QALY data (complete cases).

TABLE 73 Number and total duration of intervention telephone calls and use of other intervention resources in
the depression trial: all available data and complete cases

Intervention element
All available data (n= 308),a

mean (SD)
Complete cases (n= 145),a

mean (SD)

Encounter calls

Number 6.83 (4.64) 8.11 (4.41)

Total duration (hours) 1.98 (1.59) 2.39 (1.56)

Non-scheduled calls

Number 1.56 (2.18 1.18 (2.18)

Total duration (hours) 0.09 (0.20) 0.10 (0.18)

All calls

Number 8.39 (6.03) 9.92 (5.74)

Total duration (hours) 2.07 (1.69) 2.49 (1.63)

Use of LLTTFi website

Participants, n (%) 237 (76.9) 113 (77.9)

Use of ODLM book

Participants, n (%) 53 (17.2) 26 (17.9)

Use of BWW website

Participants, n (%) 98 (31.8) 46b (31.7)

ODLM, Overcoming Depression and Low Mood: a Five Areas Approach.
a Includes one usual care participant who received the intervention in part in error.
b Participant-level data were not available for use of the BWW website. Costing of complete cases was carried out on a

pro rata basis.
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The mean total length of calls for all participants was 2 hours 4 minutes, with the maximum length being
8 hours 21 minutes (23 calls). The majority of participants used either the LLTTFi website or the CBT
book (or both). Ninety-eight participants (32%) used the BWW website, although, because of data
confidentiality, we have no information on which participants these were.

Participants included in the complete-case analysis had more telephone calls on average than the whole
sample and these were, on average, slightly longer. A slightly higher percentage of complete cases
accessed the LLTTFi website and CBT book.

The cost of the intervention is shown in Table 74 for all participants and for the complete cases (i.e. those
for whom we had complete NHS and PSS cost and QALY data).

For all participants, the cost of the telephone calls accounted for 66% of the total mean cost of £113 and
the LLFFTi website and CBT book each contributed an additional 8%. The cost of the licence for BWW
was reported as £60 per participant and so, with 98 participants accessing it, the mean overall cost was
estimated as £19 or 17% of the total cost of the intervention. The cost of all components was higher for
complete cases, giving an overall estimate that was £23 (20%) higher than for the whole sample. Again,
calls accounted for 66% of the total cost.

Primary care consultations
The numbers and costs of primary care consultations are summarised in Tables 75 and 76 respectively.
There was slightly higher usage of primary care services in the intervention group, hence costs were slightly
higher for this group. The principal difference in the number and cost of consultations relates to the use of
GP services.

Table 77 summarises the use and costs of prescribed medication, showing that the intervention group was
prescribed fewer drugs. For complete cases, the cost of medication was higher in the usual care group
than in the intervention group. However, using all available data estimated overall, medication costs were
very similar for the two groups.

Mean number of NHS community services accessed
Information was collected on contacts with a range of NHS community services (Table 78) and the
associated costs (Table 79). Patterns of resource usage indicate that more of these resources were used by
participants in the intervention group than by those in the usual care group. Additionally, the mean cost
per participant of these services was higher in the intervention group than in the usual care group. Key
drivers of this latter difference were higher costs associated with counsellor/psychologist consultations,
psychiatrist clinic consultations and occupational therapist clinic consultations.

TABLE 74 Intervention cost per participant in the depression trial: all available data and complete cases

Intervention element
All available data (n= 308),a

mean (SD) (£)
Complete cases (n= 145),a

mean (SD) (£)

Encounter calls 71.84 (57.64) 86.55 (56.39)

Non-scheduled calls 3.26 (7.17) 3.58 (6.51)

All calls 75.11 (61.04) 90.13 (59.18)

LLTTFi website 9.74 (6.5) 12.18 (6.39)

ODLM book 9.09 (19.98) 9.45 (12.53)

BWW 19.09 (12.75) 23.88 (12.53)

Total cost per participant 113.03 (80.46) 135.64 (77.93)

ODLM, Overcoming Depression and Low Mood: a Five Areas Approach.
a Includes one usual care participant who received the intervention in part in error.
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TABLE 76 Cost per participant of primary care consultations in the depression trial: all available data and
complete cases

Primary care services

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data

GP consultations 297 273.43 (198.62) 305 303.52 (213.44)

Nurse consultations 297 28.98 (41.99) 305 30.75 (42.39)

Other primary care consultations 297 58.88 (102.94) 305 69.48 (136.95)

Total primary care cost 297 361.29 (271.21) 305 403.76 (292.72)

Complete cases

GP consultations 155 273.99 (206.14) 144 295.12 (205.77)

Nurse consultations 155 30.24 (36.88) 144 30.65 (41.72)

Other primary care consultations 155 64.57 (101.26) 144 79.14 (165.22)

Total primary care cost 155 368.80 (267.30) 144 404.90 (298.18)

TABLE 77 Number of prescribed medication items and cost per participant in the depression trial: all available data
and complete cases

Prescriptions

Usual care Intervention

n Mean (SD) n Mean (SD)

Number of prescribed items

All available data 297 13.18 (20.82) 305 12.18 (11.98)

Complete cases 155 13.27 (11.75) 144 12.26 (10.43)

Cost of prescribed medication (£)

All available data 297 89.13 (202.54) 305 92.38 (179.82)

Complete cases 155 86.92 (196.85) 144 72.43 (127.03)

TABLE 75 Number of primary care consultations in the depression trial: all available data and complete cases

Primary care services

Usual care Intervention

n Mean (SD) n Mean (SD)

All available data

GP consultations 297 8.70 (6.51) 305 9.68 (6.90)

Nurse consultations 297 2.62 (3.78) 305 2.81 (3.93)

Other primary care consultations 297 3.28 (6.14) 305 3.06 (3.78)

Complete cases

GP consultations 155 8.76 (6.93) 144 9.35 (6.71)

Nurse consultations 155 2.73 (3.33) 144 2.76 (3.74)

Other primary care consultations 155 3.68 (4.08) 144 3.20 (4.00)
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TABLE 78 Number of contacts with NHS community services per participant in the depression trial: all available
data and complete cases

Community services

Usual care Intervention

n Mean (SD) n Mean (SD)

All available data

District nurse home visit 200 0.15 (0.72) 175 0.03 (0.31)

District nurse telephone consultation 200 0.10 (0.52) 175 0.06 (0.49)

Community mental health nurse home visit 200 0.05 (0.41) 175 0.07 (0.55)

Community mental health nurse telephone consultation 200 0.05 (0.34) 175 0.05 (0.35)

NHS counsellor/psychologist clinic consultation 200 1.02 (2.69) 175 1.38 (2.97)

NHS counsellor/psychologist telephone consultation 200 0.17 (0.97) 175 0.62 (1.93)

Psychiatrist clinic consultation 200 0.16 (0.84) 175 0.19 (0.96)

Psychiatrist home visit 200 0.01 (0.07) 175 –

Psychiatrist telephone consultation 200 0.03 (0.19) 175 0.02 (0.24)

Occupational therapist clinic consultation 200 0.19 (0.83) 175 0.41 (1.60)

Occupational therapist home visit 200 0.17 (0.80) 175 0.05 (0.33)

Occupational therapist telephone consultation 200 0.12 (0.53) 175 0.10 (0.42)

NHS walk-in centre clinic consultation 200 0.13 (0.46) 175 0.22 (0.62)

NHS walk-in centre telephone consultation 200 0.04 (0.25) 175 0.09 (0.49)

GP out-of-hours service clinic consultation 200 0.09 (0.39) 175 0.14 (0.53)

GP out-of-hours service home visit 200 0.01 (0.14) 175 0.05 (0.34)

GP out-of-hours telephone consultation 200 0.12 (0.49) 175 0.19 (0.79)

Complete cases

District nurse home visit 155 0.16 (0.77) 144 –

District nurse telephone consultation 155 0.08 (0.47) 144 0.06 (0.53)

Community mental health nurse home visit 155 0.03 (0.32) 144 0.06 (0.51)

Community mental health nurse telephone consultation 155 0.03 (0.27) 144 0.05 (0.38)

NHS counsellor/psychologist clinic consultation 155 1.01 (2.70) 144 1.48 (3.08)

NHS counsellor/psychologist telephone consultation 155 0.13 (0.65) 144 0.67 (2.08)

Psychiatrist clinic consultation 155 0.11 (0.53) 144 0.19 (1.03)

Psychiatrist home visit 155 0.01 (0.08) 144 –

Psychiatrist telephone consultation 155 0.02 (0.14) 144 0.02 (0.25)

Occupational therapist clinic consultation 155 0.16 (0.82) 144 0.40 (1.58)

Occupational therapist home visit 155 0.20 (0.89) 144 0.01 (0.12)

Occupational therapist telephone consultation 155 0.09 (0.50) 144 0.08 (0.38)

NHS walk-in centre clinic consultation 155 0.13 (0.48) 144 0.16 (0.50)

NHS walk-in centre telephone consultation 155 0.03 (0.24) 144 0.08 (0.51)

GP out-of-hours service clinic consultation 155 0.09 (0.40) 144 0.14 (0.56)

GP out-of-hours service home visit 155 0.01 (0.16) 144 0.03 (0.26)

GP out-of-hours telephone consultation 155 0.11 (0.50) 144 0.17 (0.76)
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TABLE 79 Cost per participant of NHS community services in the depression trial: all available data and
complete cases

Community services

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data

District nurse home visit 200 9.00 (43.27) 175 1.71 (18.68)

District nurse telephone consultation 200 1.00 (5.43) 175 0.60 (5.12)

Community mental health nurse home visit 200 3.25 (26.67) 175 4.46 (35.93)

Community mental health nurse telephone consultation 200 1.08 (7.45) 175 0.99 (7.64)

NHS counsellor/psychologist clinic consultation 200 59.16 (155.91) 175 79.87 (172.05)

NHS counsellor/psychologist telephone consultation 200 2.68 (15.32) 175 9.81 (30.37)

Psychiatrist clinic consultation 200 41.76 (219.60) 175 49.22 (249.32)

Psychiatrist home visit 200 1.30 (18.46) 175 –

Psychiatrist telephone consultation 200 6.49 (48.39) 175 5.97 (62.28)

Occupational therapist clinic consultation 200 11.67 (52.57) 175 25.96 (100.84)

Occupational therapist home visit 200 10.87 (49.58) 175 3.19 (20.27)

Occupational therapist telephone consultation 200 2.15 (9.96) 175 1.93 (7.79)

NHS walk-in centre clinic consultation 200 4.26 (15.62) 175 7.40 (21.25)

NHS walk-in centre telephone consultation 200 0.78 (5.63) 175 1.91 (10.88)

GP out-of-hours service clinic consultation 200 2.89 (13.10) 175 4.86 (18.12)

GP out-of-hours service home visit 200 0.85 (12.02) 175 3.89 (28.55)

GP out-of-hours telephone consultation 200 2.30 (9.86) 175 3.77 (15.81)

Total costs for available cases 200 161.53 (346.84) 175 205.52 (389.59)

Complete cases

District nurse home visit 155 9.68 (46.11) 144 –

District nurse telephone consultation 155 0.88 (4.93) 144 0.66 (5.58)

Community mental health nurse home visit 155 1.68 (20.88) 144 3.61 (33.31)

Community mental health nurse telephone consultation 155 0.70 (5.75) 144 1.05 (8.24)

NHS counsellor/psychologist clinic consultation 155 58.75 (156.69) 144 85.79 (178.60)

NHS Counsellor/psychologist telephone consultation 155 2.03 (10.27) 144 10.50 (32.69)

Psychiatrist clinic consultation 155 28.63 (138.13) 144 50.75 (267.81)

Psychiatrist home visit 155 1.68 (20.96) 144 –

Psychiatrist telephone consultation 155 5.05 (36.07) 144 5.44 (65.25)

Occupational therapist clinic consultation 155 10.18 (51.60) 144 24.98 (99.90)

Occupational therapist home visit 155 12.42 (54.99) 144 0.86 (7.29)

Occupational therapist telephone consultation 155 1.69 (9.39) 144 1.56 (7.17)

NHS walk-in centre clinic consultation 155 4.39 (16.33) 144 5.44 (16.93)

NHS walk-in centre telephone consultation 155 0.72 (5.33) 144 1.85 (11.31)

GP out-of-hours service clinic consultation 155 3.07 (13.63) 144 4.72 (19.12)

GP out-of-hours service home visit 155 1.10 (13.65) 144 2.36 (22.35)

GP out-of-hours telephone consultation 155 2.19 (10.08) 144 3.47 (15.21)

Total costs for complete cases 155 144.84 (278.06) 144 203.05 (401.27)
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Hospital and ambulance use
Resource use associated with different types of hospital visits and ambulance use is reported in Table 80.
Many of these resources were used infrequently. For example, there were no reported overnight hospital
stays among available cases in the intervention group and only an average of 0.03 overnight hospital
stays across all follow-up time points for the usual care group. By way of illustration, this figure of
0.03 was associated with a total of seven overnight stays undertaken by three different individuals.
One participant had a total of three overnight hospital stays with the other participants having two
overnight stays each.

Resource use was higher in the usual care group and this is reflected in the mean cost per participant of
hospital and ambulance care (Table 81).

Personal Social Services costs
Personal Social Services costs relating to services such as social work and community support work are
summarised in Table 82. The difference between groups is driven by the higher costs associated with
community support worker resource use in the usual care group.

Costs to participants and their friends and family

Private health-care costs and out-of-pocket expenditure
Participants were asked to report on their use of some private health-care services (not provided by NHS
HCPs) for mental health and emotional problems (Table 83). There was limited use of some of these
services in both groups and the mean total cost was similar in each group. Participants in the usual care
group reported higher costs for private counselling/psychotherapy.

Participants were also asked to describe other out-of-pocket expenditure on goods or services intended to
improve their mental health or emotional problems, such as self-help books, online or computerised CBT
programmes, gym membership and exercise classes (Table 84).

TABLE 80 Number of hospital encounters and use of ambulance services per participant in the depression trial:
all available data and complete cases

Services

Usual care Intervention

n Mean (SD) n Mean (SD)

All available data

Overnight hospital stay 204 0.03 (0.23) 175 –

Day care 204 0.03 (0.25) 175 0.02 (0.24)

Outpatient clinic 201 0.13 (0.49) 174 0.08 (0.29)

Accident and emergency 246 0.03 (0.25) 233 0.03 (0.18)

Other hospital services 246 0.06 (0.24) 233 0.05 (0.21)

Ambulance use 199 0.03 (0.22) 176 0.01 (0.11)

Complete cases

Overnight hospital stay 155 0.03 (0.23) 144 –

Day care 155 0.03 (0.16) 144 0.01 (0.08)

Outpatient clinic 155 0.14 (0.50) 144 0.04 (0.20)

Accident and emergency 155 0.04 (0.30) 144 0.02 (0.19)

Other hospital services 155 0.06 (0.25) 144 0.04 (0.20)

Ambulance use 155 0.03 (0.20) 144 0.01 (0.08)
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Participants were asked whether or not they received extra unpaid help from friends or relatives with
childcare or household chores, help outside the house (e.g. shopping) or help in other categories because
of mental health or emotional problems (Table 85).

Taken together, the evidence suggests that the intervention group had higher expenditure on private
health care (complete cases), lower out-of-pocket expenditure and relied less on external help to support
day-to-day activities. It is, however, important to note that, in most of these categories, estimates of
variance associated with mean resource use and costs were large.

Loss of earnings and societal costs of lost production
The proportion of participants reporting employment at 4, 8 or 12 months was 46.3%, with a slightly
higher proportion employed in the intervention group (48.2%) than in the usual care group (44.3%).
Of those reporting employment, the proportion of participants reporting no impact of depression on their
employment was 69.5% (SD 0.46%).

TABLE 82 Cost of PSS in the depression trial: all available data and complete cases

Analysis

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data 206 36.36 (192.91) 178 15.01 (75.42)

Complete cases 155 44.69 (214.46) 144 16.64 (81.54)

TABLE 81 Cost per participant of hospital and ambulance care in the depression trial: all available data and
complete cases

Services

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data

Overnight hospital stay 204 12.70 (105.74) 175 –

Day care 204 5.25 (41.70) 175 3.34 (37.06)

Outpatient clinic 201 52.12 (247.56) 174 29.61 (208.31)

Accident and emergency 246 5.84 (60.60) 233 3.29 (27.93)

Other hospital services 246 3.40 (21.12) 233 1.00 (15.19)

Ambulance use 199 7.68 (56.69) 176 2.89 (27.06)

Mean cost for available casesa 191 65.42 (282.74) 170 34.05 (223.43)

Complete cases

Overnight hospital stay 155 9.79 (85.87) 144 –

Day care 155 4.13 (33.33) 144 0.72 (8.67)

Outpatient clinic 155 41.21 (197.59) 144 24.84 (220.28)

Accident and emergency 155 8.65 (75.90) 144 3.33 (32.85)

Other hospital services 155 2.44 (14.26) 144 –

Ambulance use 155 6.57 (49.81) 144 1.77 (21.21)

Mean cost for complete cases 155 72.78 (308.24) 144 30.66 (235.14)

a The mean cost for all available cases is summed over the available cases across all categories of care reported and hence
is not equal to the sum of individual costs.
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The mean number of working days lost is reported in Table 86. The mean number of days lost was higher
in the intervention group, although the reported income losses were lower in the available cases for the
intervention group (Table 87). A small number of individuals in the intervention arm reported a high
number of working days lost. No participant in the usual care group reported > 120 working days lost,
whereas 11 individuals in the intervention arm had missed this many days or more of work, with a mean
number of days lost among this group of intervention arm participants of 187.4.

TABLE 83 Private health-care costs per participant in the depression trial: all available data and complete cases

Services

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data

Private counselling or psychotherapy 246 28.35 (209.26) 233 18.58 (163.14)

Private psychiatrist 246 – 233 0.02 (0.17)

Complementary or alternative therapies 246 13.72 (103.14) 233 17.04 (152.15)

Over-the-counter medications or treatments 246 5.47 (41.36) 233 3.63 (23.99)

Mean cost for available cases 246 47.54 (247.62) 233 39.28 (222.36)

Complete cases

Private counselling or psychotherapy 155 35.97 (238.57) 144 30.07 (206.95)

Private psychiatrist 155 – 144 0.02 (0.19)

Complementary or alternative therapies 155 9.35 (69.72) 144 27.58 (193.05)

Over-the-counter medications or treatments 155 5.72 (45.42) 144 4.00 (25.34)

Mean cost for complete cases 155 51.03 (267.90) 144 61.67 (280.36)

TABLE 84 Out-of-pocket expenditure per participant in the depression trial: all available data and complete cases

Analysis

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data 246 198.90 (522.93) 233 177.11 (426.24)

Complete cases 155 241.99 (624.96) 144 162.02 (407.08)

TABLE 85 Extra help received in the depression trial: all available data and complete cases

Analysis

Usual care Intervention

n Mean (SD) hours n Mean (SD) hours

All available data 246 169.26 (900.72) 233 146.05 (521.69)

Complete cases 155 226.79 (1122.57) 144 122.24 (386.11)
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Participants were asked if friends or relatives had taken time off work to care for them because of mental health
or emotional problems (including depression). The total estimated time off work is summarised in Table 88.

Participants also estimated the amount of time taken off work to attend health-care appointments because
of mental health or emotional problems (Table 89).

The total time off from work associated with depression and its management can be estimated from the
working days missed by trial participants, working hours missed by friends and relatives and time off work
to attend appointments. Valuing total hours of work lost by participants and their friends and relatives at
the median national wage implies a mean value of lost production of £74 in the usual care group and
£242 in the intervention group. The difference in cost was jointly driven by the greater number of working
days affected by depression and more hours taken off work to attend health-care appointments in the
intervention group.

TABLE 87 Income lost because of depression over 12 months of follow-up: all available data and complete cases

Analysis

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data 246 408.13 (2138.58) 233 334.23 (1547.38)

Complete cases 155 253.03 (1691.64) 144 386.67 (1792.54)

TABLE 88 Time taken off work by friends or relatives over 12 months of follow-up for participants in the
depression trial: all available data and complete cases

Analysis

Usual care Intervention

n Mean (SD) working hours n Mean (SD) working hours

All available data 246 2.81 (12.40) 233 6.54 (46.66)

Complete cases 155 3.25 (13.68) 144 2.03 (10.01)

TABLE 89 Time taken off work to attend health-care appointments over 12 months of follow-up in the depression
trial: all available data and complete cases

Analysis

Usual care Intervention

n Mean (SD) hours n Mean (SD) hours

All available data 246 2.90 (12.40) 233 12.77 (86.83)

Complete cases 155 2.93 (11.66) 144 12.63 (87.59)

TABLE 86 Working days lost because of depression over 12 months of follow-up: all available data and complete cases

Analysis

Usual care Intervention

n Mean (SD) n Mean (SD)

All available data 246 5.19 (15.73) 233 12.42 (42.03)

Complete cases 155 3.36 (10.58) 144 13.78 (44.93)
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Disability payments
Participants were asked to disclose if they received disability benefits as a consequence of mental health or
emotional problems (including depression). As shown in Table 90, payments were similar in each group.

Quality-adjusted life-years
Table 91 summarises quality of life and QALYs over the period of follow-up. Except for the data from
available cases at baseline, mean quality of life values and QALYs were higher for the intervention group
than the usual care group at all follow-up time-points.

Costs and quality-adjusted life-years from imputed data
The base-case estimates of cost-effectiveness use imputed data on costs and QALYs. Table 92 summarises
imputed data on NHS costs. For reference, the intervention cost variable is reported in Table 93. This variable
had no missingness but is reported to allow the sum of NHS costs and NHS/PSS costs to be formed from the
total of NHS non-primary care costs, primary care drug costs and primary care consultation costs.

TABLE 91 Quality of life and QALYs over 12 months of follow-up in the depression trial: all available data and
complete cases

Measure

Usual care Intervention

n Mean (SD) n Mean (SD)

All available data

Baseline EQ-5D-5L score 268 0.523 (0.30) 273 0.514 (0.27)

EQ-5D-5L score at 4 months 233 0.534 (0.29) 220 0.559 (0.29)

EQ-5D-5L score at 8 months 227 0.541 (0.30) 210 0.556 (0.28)

EQ-5D-5L score at 12 months 227 0.564 (0.30) 219 0.569 (0.30)

Complete cases

Baseline EQ-5D-5L score 155 0.519 (0.30) 144 0.535 (0.26)

EQ-5D-5L score at 4 months 155 0.520 (0.31) 144 0.591 (0.27)

EQ-5D-5L score at 8 months 155 0.529 (0.29) 144 0.592 (0.28)

EQ-5D-5L score at 12 months 155 0.556 (0.29) 144 0.580 (0.30)

QALYs, unadjusted for baseline difference

All available data 175 0.530 (0.27) 158 0.571 (0.26)

Complete cases 155 0.529 (0.28) 158 0.580 (0.25)

QALYs, adjusted for baseline difference

All available data 175 0.536 (0.25) 158 0.567 (0.22)

Complete cases 155 0.535 (0.25) 144 0.573 (0.21)

TABLE 90 Disability payments received over 12 months of follow-up in the depression trial: all available data and
complete cases

Analysis

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data 246 120.51 (411.41) 233 104.63 (409.24)

Complete cases 155 134.06 (483.60) 144 124.24 (486.38)
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Table 94 summarises the imputed unadjusted QALYs (the adjusted QALYs are reported in Table 97).

Summary of findings: depression

Cost–consequences
Table 95 presents a cost–consequence matrix in which costs related to available data in all of the
respective categories are reported. Costs are reported to the nearest pound. Consequences are
represented by primary and secondary outcomes.

The purpose of the cost–consequence analysis is to present a number of difference costs and outcomes
in the same table – it does not account for the relationships between costs and outcomes, nor the
uncertainty associated with the joint distribution of these variables or the trade-offs between costs and
consequences. Subsequent sections will take these considerations into account.

Cost-effectiveness
Cost-effectiveness results are presented from both a NHS and a PSS perspective. The base-case analysis
uses the imputed data as the basis for inference, although the results from the complete-case analysis are
also presented. Two forms of cost-effectiveness analysis were prespecified. The first was a comparison
between costs and the proportion of participants responding to treatment (Table 96). Data in this table

TABLE 93 Intervention cost used in the depression imputation model

Outcome

Usual care Intervention

n Mean (SD) (£)a n Mean (SD) (£)

Intervention cost 302 0.38 (7) 307 113 (81)

a Includes costs from participants in the usual care group who received part of the intervention in error.

TABLE 92 Imputed NHS costs in the depression trial

Imputed costs na
Usual care,
mean (SE) (£)b

Intervention,
mean (SE) (£)b

Imputed mean primary care costs 609 362 (15) 404 (17)

Imputed mean drug costs 609 88 (12) 92 (10)

Imputed mean hospital, ambulance and other non-primary care NHS costs 609 230 (34) 263 (37)

Imputed mean NHS-related costs 609 680 (41) 872 (46)

Imputed mean NHS and PSS costs 609 718 (45) 886 (47)

SE, standard error.
a Sample size is based on 60 imputed data sets.
b SEs rather than SDs are reported for imputed data.

TABLE 94 Imputed unadjusted QALYs in the depression trial

Outcome na Usual care, mean (SE)b Intervention, mean (SE)b

Imputed unadjusted QALYs 609 0.545 (0.016) 0.537 (0.016)

SE, standard error.
a This sample size is based on 60 imputed data sets.
b SEs rather than SDs are reported for imputed data.
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indicate that, for imputed NHS costs, an incremental cost of £192 is associated with an increase of 8% in
the proportion of patients responding to treatment. These data alone cannot determine whether or not
the intervention is cost-effective – they merely indicate the association between mean imputed NHS costs
and the proportion of participants responding to treatment. A decision-maker cannot use this information
alone to determine whether or not the intervention is cost-effective compared with other possible
interventions for depression or whether or not money is better spent in some other area of health care.

The second analysis therefore compares the NHS and PSS costs with gains in QALYs and presents
estimates of the ICER and (incremental) NMB (Table 97). The NMB at a threshold of £20,000 is below
zero, as are both bounds on the CI around this estimate. This suggests that the intervention is not
cost-effective, a conclusion also evidenced in the probabilities that the intervention is cost-effective.

TABLE 96 Cost-effectiveness of the depression intervention from a NHS and PSS perspective using imputed
cost data

Cost and outcomes Usual care Intervention Difference (95% CI)

Costs (£)

Per patient imputed NHS costs, mean (SE)a 680 (41) 872 (46) 192 (71 to 313)

Per patient NHS/PSS costs, mean (SE)a 718 (46) 886 (46) 168 (43 to 294)

Effect

Proportion responding to treatment, measured using PHQ-9 (%) 19 27 OR 1.7 (1.1 to 2.5)

SE, standard error.
a SEs rather than SDs are reported for imputed data.

TABLE 95 Cost-consequence matrix in the depression trial

Costs and outcomes n Usual care n Intervention Difference (95% CI)

Available data on costs (£)

Mean cost of NHS resources, including
intervention

188 646 169 845 –199 (–330 to –58)a

Mean cost of PSS resources 193 36 171 15 21 (–2 to 61)a

Mean cost of NHS and PSS resources, including
intervention

188 683 169 860 –177 (–326 to –41)a

Mean societal cost per patient of lost production 246 74 233 242 –168 (–407 to –60)a

Consequencesb

PHQ-9 response to treatment (%) 19 27 OR 1.7 (1.1 to 2.5)

Adjusted mean PHQ-9 scorec 11.99 11.47 –0.5 (1.5 to 0.5)

EQ-5D-5L score at 12 monthsd 0.564 0.569 –0.005 (–0.062 to 0.050)

Adjusted QALYsd 0.536 0.567 –0.031 (–0.078 to 0.021)

a CI calculated as accelerated and bias-corrected interval from 1000 bootstrap replicates to account for the skewed
distribution of costs.

b All consequences measured at 12 months or over a period of up to 12 months.
c Measured as the adjusted mean difference in continuous PHQ-9 scores at 12 months.
d Based on available data.
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Figure 23 illustrates the uncertainty around the estimates of the ICER and NMB presented in Table 97
by plotting 5000 bootstrap replicates of cost and QALY pairs on the cost-effectiveness plane, whereas
Figure 24 illustrates the probability that the intervention is cost-effective at different levels of the
cost-effectiveness threshold.

The analysis was also conducted with both PSS and NHS costs included. The results from the cost-effectiveness
analysis are summarised in Table 98. The results again indicate that the intervention is not cost-effective.
The ICER is slightly lower because the cost difference has narrowed in favour of the intervention, but QALYs
remain the same as in the NHS costs-only model.

Figure 25 displays the CEAC from the NHS/PSS perspective and again indicates that the intervention is not
likely to be cost-effective. Overall, the results from the analyses of imputed data indicate that the intervention
is not cost-effective, whether a NHS or a NHS/PSS perspective is adopted.
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FIGURE 23 Cost-effectiveness plane from a NHS perspective for the imputed depression model.

TABLE 97 Cost-effectiveness of the depression intervention from a NHS perspective

Cost and outcomes Usual care, mean Intervention, mean Incremental difference (95% CI)

Costs and QALYs

Total NHS costs (£) 680 872 192 (71 to 313)

QALYs 0.540 0.541 0.001 (–0.023 to 0.026)

Cost-effectiveness statistics

ICER: £152,590

Probability that intervention cost-effective at cost-effectiveness threshold of £20,000: 0.27

Probability that intervention cost-effective at cost-effectiveness threshold of £30,000: 0.35

NMB at threshold of £20,000 (95% CI): –£167 (–£188 to –£146)
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Sensitivity analysis

Complete-case analysis
The analysis was rerun on data from a NHS perspective on complete cases only and the results are
summarised in Table 99. Uncertainty around these estimates is represented on the cost-effectiveness plane
(Figure 26) and in the CEAC (Figure 27). The complete-case analysis suggests that the intervention is
cost-effective with a high probability. It is clear that estimates of cost-effectiveness in the complete-case
sample are starkly different from those in the imputed sample.

The complete-case analysis is likely to be biased, however, because of differential missingness in quality
of life data. Table 100 illustrates how participants with complete utility data at follow-up time point T,
but missing utility data at T + 1, have lower utility values at time T and vice versa. This suggests the
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FIGURE 24 Cost-effectiveness acceptability curve from a NHS perspective for the imputed depression model.

TABLE 98 Cost-effectiveness of the depression intervention from a NHS/PSS perspective

Cost and outcomes Usual care, mean Intervention, mean Incremental difference (95% CI)

Costs and QALYs

Total NHS and PSS costs (£) 718 886 168 (43 to 294)

QALYs 0.540 0.541 0.001 (–0.023 to 0.026)

Cost-effectiveness statistics

ICER: £132,630

Probability that intervention cost-effective at cost-effectiveness threshold of £20,000: 0.30

Probability that intervention cost-effective at cost-effectiveness threshold of £30,000: 0.37

NMB at threshold of £20,000 (95% CI): –£143 (–£164 to –£122)
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presence of a substantial bias in the complete-case results. The effect of this bias is to exclude participants
with low mean utility scores when conducting complete-case analysis and particularly those with low mean
utility scores in the intervention arm. This can be seen in the pattern of utility scores for non-complete
cases in Table 100. A complete-case analysis overlooks data from these participants and tends to make the
intervention look much more cost-effective than it probably is. In addition to this bias, the complete-case
analysis is likely to be inefficient as it uses data on less than half of the randomised participants, resulting
in wider CIs around estimated cost-effectiveness statistics.

TABLE 99 Cost-effectiveness of the depression intervention from a NHS perspective using complete-case cost data

Cost and outcomes
Usual care (n= 155),
mean

Intervention (n= 144),
mean

Incremental difference
(95% CI)

Costs and QALYs

Total NHS costs (£) – complete
cases

674 847 173 (26 to 320)

QALYs – complete cases 0.535 0.573 0.037 (0.009 to 0.066)

Cost-effectiveness statistics

ICER: £4593

Probability that intervention is cost-effective at cost-effectiveness threshold of £20,000: 0.97

Probability that intervention is cost-effective at cost-effectiveness threshold of £30,000: 0.98

NMB at threshold of £20,000 (95% CI): £580 (£545 to £614)
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FIGURE 25 Cost-effectiveness acceptability curve from a NHS/PSS perspective for the imputed depression model.
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FIGURE 27 Cost-effectiveness acceptability curve from a NHS perspective for the depression complete-case analysis.
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FIGURE 26 Cost-effectiveness plane from a NHS perspective for the depression complete-case analysis.
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Sensitivity of the results to the inclusion of certain secondary costs
The sensitivity of the imputed results to the inclusion of items of secondary care was tested by removing NHS
costs that participants had self-reported (Table 101). These costs involve hospital and ambulance care as well
as the use of services such as district nurses and walk-in centres. As these data were collected from participant
responses to questionnaires, they may be liable to recall bias and include low-frequency, high-cost events
that may not be related to depression but which may have high leverage on cost-effectiveness estimates.
Questionnaire responses were reviewed by a clinician to ensure that only relevant resource use was included.
Nevertheless, it is useful to examine the sensitivity of the base-case imputed results to these costs. Overall, the
effect of removing certain NHS costs from each arm was to narrow the cost difference between arms relative
to the base case but to leave QALYs unchanged. This slightly reduced the ICER but the intervention is again
not cost-effective under this scenario.

TABLE 101 Cost-effectiveness of the depression intervention from a NHS perspective excluding non-primary
care-/non-intervention-related costs using imputed data

Cost and outcomes Usual care, mean Intervention, mean Incremental difference (95% CI)

Costs and QALYs

Total NHS costs (£) 450 608 158 (100 to 216)

QALYs 0.540 0.541 0.001 (–0.023 to 0.026)

Cost-effectiveness statistics

ICER: £139,409

Probability that intervention cost-effective at cost-effectiveness threshold of £20,000: 0.30

Probability that intervention cost-effective at cost-effectiveness threshold of £30,000: 0.37

NMB at threshold of £20,000 (95% CI): –£135 (–£156 to –£115)

TABLE 100 Quality of life in available, complete and non-complete cases in the depression trial

Follow-up point

Usual care Intervention

n Mean n Mean

Baseline

All available data 268 0.52 273 0.51

Complete cases 155 0.52 144 0.54

Non-complete cases 113 0.53 129 0.49

4 months

All available data 233 0.53 220 0.56

Complete cases 155 0.52 144 0.59

Non-complete cases 78 0.56 76 0.50

8 months

All available data 227 0.54 210 0.56

Complete cases 155 0.53 144 0.59

Non-complete cases 72 0.57 66 0.48

12 months

All available data 225 0.57 218 0.57

Complete cases 155 0.56 144 0.58

Non-complete cases 70 0.60 74 0.56
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Sensitivity of results to certain intervention-related costs
The results were also assessed for their sensitivity to the licence costs for the BWW, which is a component
of the intervention cost. This sensitivity analysis was run to establish whether or not a lower cost of this
component would affect the cost-effectiveness results on the grounds that licences might be cheaper if the
Healthlines Service was deployed throughout the NHS. A separate imputation model was run using a different
intervention cost and, hence, there are differences in the costs and QALYs in Table 102 compared with those
in Table 97. However, Table 102 again shows that the intervention still does not become cost-effective when
this element of the intervention cost is reduced. The difference in costs narrows slightly as the cost of the
intervention has become smaller, but the intervention is not cost-effective. In addition, the intervention is not
cost-effective if the cost of the BWW licence is assumed to be zero (results not reported).

Discussion of depression trial cost-effectiveness results
A total of 51% of participants in the depression trial had missing data on variables necessary to conduct
the cost-effectiveness analysis. The base-case results, which use multiple imputation to account for this
missingness, indicate that the intervention is not cost-effective. The cost of the intervention did not change
drastically between the imputed and the complete-case analysis, indicating that the reason for the high
ICERs is the low estimated QALY differences between arms. Estimated QALYs, adjusting for baseline
differences and measured using imputed quality of life data, differed by 0.001 between groups.
Quantitatively, this difference implies that the intervention group benefited by one-thousandth of a QALY
relative to the usual care group, a difference equivalent to less than half a day in better health.

This is in spite of the evidence from the trial that the intervention is clinically effective (as measured by
performance on the PHQ-9) and the evidence from the complete-case analysis that the intervention is
(apparently) cost-effective. In relation to the former point, it may be that the EQ-5D-5L instrument, which
we have used to calculate QALYs over the period of follow-up, is insufficiently sensitive to clinically relevant
changes in depression, as measured by the PHQ-9 or the primary outcome in the trial. A recent systematic
review390 of the validity and responsiveness of the EQ-5D in depression characterised the performance of
the instrument as ‘adequate’ in distinguishing between known groups of patients, but it is less responsive
to changes in depression over time. Nevertheless, it is not apparent that other generic measures of health-
related quality of life would have offered greater responsiveness in calculating QALYs for the participants
in the Healthlines depression trial.

Given the level of missing data in the trial, and evidence of differential missingness between arms with
respect to completion of quality of life questions, the complete-case analysis seems likely to be biased by
differences between groups in responses to the EQ-5D-5L. The complete-case results should not be used
as a basis for claims about the cost-effectiveness of the intervention in the depression trial. In conclusion,
there is no evidence available from the depression trial to suggest that the intervention is cost-effective.

TABLE 102 Cost-effectiveness of the depression intervention from a NHS perspective reducing the licence costs
of the BWW by 50%

Cost and outcomes Usual care, mean Intervention, mean Incremental difference (95% CI)

Costs and QALYs

Total NHS costs (£) 682 874 149 (91 to 207)

QALYs 0.541 0.540 0.001 (–0.024 to 0.023)

Cost-effectiveness statistics

ICER: £276,302

Probability that intervention is cost-effective at cost-effectiveness threshold of £20,000: 0.22

Probability that intervention is cost-effective at cost-effectiveness threshold of £30,000: 0.29

NMB at threshold of £20,000 (95% CI): –£206 (–£227 to –£185)
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Cardiovascular disease risk trial

This section presents findings from the CVD risk trial. Except when otherwise stated, the same
methodologies were used as in the depression trial.

NHS resource use in the cardiovascular disease risk trial

Intervention for cardiovascular disease risk participants
Information about the number of telephone calls made by the HIAs to CVD risk participants and their
duration, as well as the number of participants provided with a blood pressure monitor, is shown in
Table 103.

The mean total length of calls for all participants was 3 hours 2 minutes, with a maximum length of
7 hours 13 minutes (15 calls). Around half of the participants were provided with a blood pressure
monitor, 10% of whom also needed an extra-large cuff. Participants in the complete-case analysis had
more telephone calls on average than the whole sample and these were, on average, slightly longer.
A similar percentage used a blood pressure monitor.

The cost of the intervention is shown in Table 104 for all participants and for the complete cases (i.e. those
for whom we had complete NHS and PSS cost and QALY data). The cost of the telephone calls accounted

TABLE 103 Number and total duration of intervention telephone calls and number of participants provided with a
blood pressure monitor in the CVD risk trial: all available data and complete cases

Intervention elements All available data (n= 325), mean (SD) Complete cases (n= 262), mean (SD)

Encounter calls

Number 9.99 (3.99) 10.45 (3.49)

Total duration (hours) 2.99 (1.37) 3.16 (1.27)

Non-scheduled calls

Number 1.13 (1.07) 1.18 (1.03)

Total duration (hours) 0.04 (0.07) 0.04 (0.07)

All calls

Number 11.12 (4.40) 11.64 (3.76)

Total duration (hours) 3.03 (1.38) 3.20 (1.27)

Blood pressure monitor

Participants, n (%) 164 (50.5) 132 (50.4)

TABLE 104 Intervention cost per participant in the CVD risk trial: all available data and complete cases

Intervention elements All available data (n= 325), mean (SD) (£) Complete cases (n= 262), mean (SD) (£)

Encounter calls 108.80 (49.75) 114.68 (46.07)

Non-scheduled calls 1.39 (2.57) 1.47 (2.65)

All calls 110.20 (50.13) 116.15 (46.24)

Blood pressure monitor 18.92 (18.78) 18.89 (18.79)

Total cost per participant 129.12 (56.33) 135.04 (53.02)
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for 85% of the total mean cost of £129 and the blood pressure monitors accounted for the remaining
15%. The mean cost for complete cases was £6 (5%) higher than that for the whole sample.

Primary care consultations
The number and costs of primary care consultations are summarised in Tables 105 and 106 respectively.
There was slightly higher usage of primary care services other than GP consultations in the usual care
group, but GP use was higher in the intervention group when considering all available data. Costs were
similar between each group.

Prescribed medication
Table 107 summarises the use and costs of prescribed medication. Overall costs are similar between
the groups.

As with the depression trial results, the following sections about resource use and costs relate primarily to
data obtained from participant-reported questionnaire responses. Most of the NHS-related non-primary
care services described henceforth are also based on self-report data.

TABLE 105 Number of primary care consultations in the CVD risk trial: all available data and complete cases

Primary care services

Usual care Intervention

n Mean (SD) n Intervention mean (SD)

All available data

GP consultations 313 5.30 (4.53) 325 5.48 (4.38)

Nurse consultations 313 3.03 (4.31) 325 2.79 (2.93)

Other primary care consultations 313 3.09 (3.91) 325 3.01 (3.95)

Complete cases

GP consultations 266 5.21 (4.42) 262 5.09 (3.79)

Nurse consultations 266 3.06 (4.50) 262 2.83 (3.05)

Other primary care consultations 266 3.14 (3.87) 262 3.05 (4.18)

TABLE 106 Cost per participant of primary care consultations in the CVD risk trial: all available data and
complete cases

Primary care services

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data

GP consultations 313 168.92 (143.25) 325 172.48 (131.77)

Nurse consultations 313 33.82 (48.34) 325 31.12 (32.68)

Other primary care consultations 313 19.14 (26.68) 325 19.13 (26.00)

Total primary care cost 313 221.88 (166.20) 325 222.73 (150.70)

Complete cases

GP consultations 266 165.46 (137.19) 262 160.74 (116.66)

Nurse consultations 266 34.27 (50.53) 262 31.66 (34.06)

Other primary care consultations 266 19.27 (25.94) 262 19.35 (27.45)

Total primary care cost 266 219.00 (164.17) 262 211.76 (138.99)
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NHS community-based services
Information was collected on contacts (Table 108) and costs (Table 109) associated with certain types of
NHS community services. In general, slightly higher costs were associated with the use of these services in
the intervention arm than in the usual care arm.

TABLE 108 Number of contacts with NHS community services per participant in the CVD risk trial: all available data
and complete cases

Community services

Usual care Intervention

n Mean (SD) n Mean (SD)

All available data

District nurse home visit 290 0.07 (0.52) 292 0.08 (1.18)

District nurse telephone consultation 290 0.01 (0.08) 292 0.09 (0.66)

NHS counsellor/psychologist clinic visit 290 0.08 (0.61) 292 0.10 (0.81)

NHS counsellor/psychologist telephone consultation 290 – 292 0.16 (0.92)

NHS walk-in centre clinic visit 290 0.21 (1.09) 292 0.17 (1.33)

NHS walk-in centre telephone consultation 290 0.02 (0.23) 292 0.07 (0.69)

GP out-of-hours service clinic visit 290 0.03 (0.25) 292 0.05 (0.36)

GP out-of-hours service home visit 290 0.01 (0.08) 292 0.01 (0.13)

GP out-of-hours service telephone consultation 290 0.05 (0.35) 292 0.11 (0.70)

Complete cases

District nurse home visit 266 0.05 (0.45) 262 0.01 (0.12)

District nurse telephone consultation 266 0.00 (0.06) 262 0.10 (0.69)

NHS counsellor/psychologist clinic visit 266 0.08 (0.63) 262 0.08 (0.77)

NHS counsellor/psychologist telephone consultation 266 – 262 0.18 (0.97)

NHS walk-in centre clinic visit 266 0.23 (1.13) 262 0.16 (1.32)

NHS walk-in centre telephone consultation 266 0.03 (0.24) 262 0.06 (0.72)

GP out-of-hours service clinic visit 266 0.03 (0.27) 262 0.04 (0.29)

GP out-of-hours service home visit 266 0.01 (0.09) 262 0.01 (0.12)

GP out-of-hours service telephone consultation 266 0.05 (0.36) 262 0.10 (0.72)

TABLE 107 Number of prescribed medication items and cost per participant in the CVD risk trial: all available data
and complete cases

Community services

Usual care Intervention

n Mean (SD) n Mean (SD)

No. of prescribed items

All available data 313 20.83 (21.41) 325 20.52 (20.79)

Complete cases 266 21.08 (21.40) 262 20.91 (21.33)

Cost of prescribed medication (£)

All available data 313 £67.38 (136.56) 325 £66.59 (102.38)

Complete cases 266 £67.78 (139.04) 262 £65.21 (102.51)
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Hospital and ambulance use
Resource use and costs associated with different types of hospital visit and ambulance use are reported in
Tables 110 and 111 respectively. Resource use was higher in the usual care arm and this is reflected in the
higher mean cost per participant of hospital and ambulance care in the usual care arm.

Costs to participants and their friends and family

Private health-care costs and out-of-pocket expenditures
Participants were asked to report on their use of certain types of private health-care services relating to
CVD risk factors. Participants were asked to describe paid care not provided by NHS HCPs (Table 112).
The difference between groups is largely attributable to costs pertaining to exercise equipment purchases
in the usual care arm, in which large costs (> £1000) were reported by three individuals. In contrast, only
one participant in the intervention group reported costs of > £1000.

Participants were also asked to describe other out-of-pocket expenditure intended to improve CVD risk
factors on goods or services such as self-help books, quitting smoking groups, gym membership and
exercise classes (Table 113).

TABLE 109 Cost per participant of NHS community services in the CVD risk trial: all available data and complete cases

Community services

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data

District nurse home visit 285 4.21 (31.56) 285 4.63 (71.41)

District nurse telephone consultation 285 0.07 (0.88) 285 0.96 (6.98)

NHS counsellor/psychologist clinic visit 285 4.48 (35.48) 285 5.90 (47.45)

NHS counsellor/psychologist telephone consultation 285 – 285 2.65 (14.72)

NHS walk-in centre clinic visit 285 7.29 (37.37) 285 5.98 (45.88)

NHS walk-in centre telephone consultation 285 0.55 (5.08) 285 1.33 (15.38)

GP out-of-hours service clinic visit 285 1.07 (8.73) 285 1.67 (12.32)

GP out-of-hours service home visit 285 0.60 (7.11) 285 0.89 (11.24)

GP out-of-hours service telephone consultation 285 0.91 (6.96) 285 2.18 (14.22)

Total costs for available cases 285 19.18 (63.69) 285 26.19 (117.03)

Complete cases

District nurse home visit 266 3.16 (26.90) 262 0.46 (7.41)

District nurse telephone consultation 266 0.04 (0.64) 262 1.04 (7.28)

NHS counsellor/psychologist clinic visit 266 4.80 (36.71) 262 4.87 (44.57)

NHS counsellor/psychologist telephone consultation 266 – 262 2.83 (15.31)

NHS walk-in centre clinic visit 266 7.68 (38.61) 262 5.46 (44.89)

NHS walk-in centre telephone consultation 266 0.59 (5.26) 262 1.44 (16.04)

GP out-of-hours service clinic visit 266 1.15 (9.03) 262 1.30 (9.79)

GP out-of-hours service home visit 266 0.64 (7.36) 262 0.65 (10.50)

GP out-of-hours service telephone consultation 266 0.98 (7.20) 262 2.06 (14.34)

Total costs for complete cases 266 19.03 (63.38) 262 20.11 (93.07)
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TABLE 110 Number of hospital encounters and use of ambulance services per participant in the CVD risk trial:
all available data and complete cases

Services

Usual care Intervention

n Mean (SD) n Mean (SD)

All available data

Overnight hospital stay 296 0.01 (0.10) 297 0.01 (0.12)

Day care 296 0.03 (0.18) 297 0.01 (0.08)

Outpatient clinic 293 0.04 (0.33) 294 0.04 (0.26)

Accident and emergency 298 0.01 (0.10) 299 0.01 (0.14)

Other hospital services 297 0.01 (0.12) 299 0.01 (0.10)

Ambulance use 294 0.01 (0.08) 296 0.01 (0.10)

Complete cases

Overnight hospital stay 266 0.01 (0.11) 262 0.02 (0.12)

Day care 266 0.03 (0.19) 262 0.01 (0.09)

Outpatient clinic 266 0.04 (0.35) 262 0.04 (0.27)

Accident and emergency 266 0.01 (0.11) 262 0.02 (0.15)

Other hospital services 266 0.02 (0.12) 262 0.01 (0.09)

Ambulance use 266 0.01 (0.09) 262 0.01 (0.11)

TABLE 111 Cost per participant of hospital and ambulance care in the CVD risk trial: all available data and
complete cases

Services

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data

Overnight hospital stay 296 6.31 (63.35) 297 24.73 (333.73)

Day care 298 15.68 (153.05) 299 1.08 (13.46)

Outpatient clinic 293 11.44 (143.49) 295 4.82 (30.34)

Accident and emergency 298 0.64 (7.83) 299 1.28 (13.53)

Other hospital services 297 1.12 (13.82) 299 1.31 (15.98)

Ambulance use 294 1.73 (21.00) 296 2.58 (25.58)

Mean cost for available casesa 283 38.61 (346.27) 293 37.55 (352.79)

Complete cases

Overnight hospital stay 266 7.03 (66.80) 262 28.03 (355.27)

Day care 266 17.56 (161.92) 262 1.23 (14.37)

Outpatient clinic 266 12.60 (150.57) 262 4.94 (31.27)

Accident and emergency 266 0.72 (8.29) 262 1.46 (14.45)

Other hospital services 266 1.25 (14.60) 262 0.75 (12.09)

Ambulance use 266 1.92 (22.07) 262 2.92 (27.18)

Mean cost for complete cases 266 41.08 (357.06) 262 39.34 (366.13)

a The mean cost for all available cases is summed over available cases across all categories of care reported and hence is
not equal to the sum of individual costs.

ECONOMIC EVALUATION RESULTS

NIHR Journals Library www.journalslibrary.nihr.ac.uk

210



Loss of earnings and societal costs of lost production
The proportion of participants reporting employment at either 6 or 12 months was 25.2%, with a slightly
higher proportion employed in the intervention arm (25.8%) than in the usual care arm (24.7%). Of those
reporting employment, the proportion of participants reporting no impact of CVD risk factors on their
employment was 95.1% (SD 0.22%). Working days lost because of CVD risk factors over the course of
12 months of follow-up are reported in Table 114.

The mean number of lost days was slightly higher in the usual care group, albeit the majority of participants
in the trial were not in employment and only 14 participants (usual care, n = 9; intervention, n = 5) provided
estimates greater than zero of the number of working days lost. Table 115 provides an estimate of the
impact of CVD risk factors on lost income, which was again greater in the usual care group.

Participants were also asked to report whether or not they took time off work to attend health-care
appointments related to any of the CVD risk factors, such as hypertension (Table 116). When considering
the complete cases, those in the intervention group reported slightly less time off work to attend such
appointments than those in the usual care group.

TABLE 112 Private health-care costs per participant in the CVD risk trial: all available data and complete cases

Services

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data

Private counselling or psychotherapy 298 0.50 (8.69) 299 0.43 (7.52)

Private nutritionist or dietitian 298 0.13 (2.32) 299 0.40 (6.94)

Complementary or alternative therapies 298 12.23 (73.53) 299 6.14 (35.63)

Over-the-counter treatments 298 8.02 (34.42) 299 6.86 (30.78)

Exercise equipment 298 62.06 (447.04) 299 23.14 (138.47)

Wii Fit or similar products 298 1.17 (14.13) 299 2.68 (32.20)

Other 298 26.31 (165.64) 299 19.83 (120.41)

Mean cost for available cases 298 110.44 (518.78) 299 59.48 (194.72)

Complete cases

Private counselling or psychotherapy 266 0.56 (9.20) 262 –

Private nutritionist or dietitian 266 – 262 0.46 (7.41)

Complementary or alternative therapies 266 8.49 (51.06) 262 6.63 (37.71)

Over-the-counter treatments 266 8.73 (36.24) 262 7.21 (32.04)

Exercise equipment 266 69.39 (472.73) 262 25.80 (147.67)

Wii Fit or similar products 266 0.56 (8.60) 262 2.82 (34.21)

Other 266 25.04 (172.02) 262 21.52 (127.35)

Mean cost for complete cases 266 112.78 (543.38) 262 64.44 (206.38)

TABLE 113 Out-of-pocket expenditure per participant in the CVD risk trial: all available data and complete cases

Analysis

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data 298 64.10 (166.15) 299 78.76 (255.10)

Complete cases 266 65.78 (168.58) 262 84.57 (265.81)
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Disability payments
Participants were asked to disclose if they received benefits as a consequence of having high blood
pressure, having a high cholesterol level, smoking or being overweight (Table 117).

Quality-adjusted life-years
Table 118 summarises quality of life and QALY data for the 12 months of follow-up. The intervention
group mean utility was higher at baseline and at all follow-up time points.

Costs and quality-adjusted life-years from imputed data
The base-case estimates of cost-effectiveness use imputed data on costs and QALYs. Table 119 summarises
imputed data on NHS costs. Total health-care costs are defined as the sum of primary care costs, medication
costs and all hospital and NHS-related health-care costs, which were jointly provided from questionnaire and
primary care record data, as well as the costs of the Healthlines intervention itself. For reference, the intervention
cost variable is reported in Table 120 and the imputed unadjusted QALYs are provided in Table 121.

Summary of findings: cardiovascular disease risk

Cost–consequences
Table 122 presents a cost–consequence matrix in which costs related to available data in all of the
respective categories are reported. Costs are reported to the nearest pound. Consequences are
represented by primary and secondary outcomes.

TABLE 116 Time taken off work to attend health-care appointments related to CVD risk factors over 12 months of
follow-up: all available data and complete cases

Analysis

Usual care Intervention

n Mean (SD) hours n Mean (SD) hours

All available data 298 10.23 (68.47) 299 12.46 (91.76)

Complete cases 266 10.79 (72.02) 262 9.87 (72.19)

TABLE 114 Working days lost because of CVD risk factors over 12 months of follow-up: all available data and
complete cases

Analysis

Usual care Intervention

n Mean (SD) n Mean (SD)

All available data 298 0.79 (6.19) 299 0.53 (5.06)

Complete cases 266 0.78 (6.30) 262 0.41 (4.47)

TABLE 115 Income lost because of CVD risk factors over 12 months of follow-up: all available data and complete cases

Analysis

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

All available data 298 17.03 (197.66) 299 3.01 (52.05)

Complete cases 266 13.06 (185.16) 262 –

ECONOMIC EVALUATION RESULTS

NIHR Journals Library www.journalslibrary.nihr.ac.uk

212

http://creativecommons.org/licenses/by/4.0/


TABLE 119 Imputed NHS costs in the CVD risk trial

Costs na
Usual care,
mean (SE) (£)b

Intervention,
mean (SE) (£)b

Imputed mean hospital, ambulance and other non-primary care NHS costs 641 56 (19) 65 (22)

Imputed mean drug costs 641 67 (8) 67 (6)

Imputed mean primary care costs 641 241 (11) 242 (9)

Imputed mean NHS-related costs 641 364 (26) 502 (27)

SE, standard error.
a Sample size is based on 60 imputed data sets.
b SEs rather than SDs are reported for imputed data.

TABLE 120 Intervention cost used in the CVD risk imputation model

Outcome

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

Intervention cost – – 325 129 (56)

TABLE 117 Disability payments received related to CVD risk factors over 12 months of follow-up: all available data
and complete cases

Analysis

Usual care Intervention

n Mean (SD) (£) n Mean (SD) (£)

Available data 298 4.18 (30.09) 299 0.67 (6.89)

Complete cases 266 1.71 (16.80) 262 0.77 (7.36)

TABLE 118 Quality of life and QALYs over 12 months of follow-up in the CVD risk trial: all available data and
complete cases

Quality of life and QALYs

Usual care Intervention

n Mean (SD) n Mean (SD)

All available data

Baseline EQ-5D-5L 301 0.770 (0.189) 309 0.806 (0.173)

EQ-5D-5L at 6 months 301 0.774 (0.180) 300 0.821 (0.177)

EQ-5D-5L at 12 months 297 0.777 (0.200) 295 0.811 (0.171)

QALYs, unadjusted for baseline difference

All available data 279 0.775 (0.170) 295 0.817 (0.161)

Complete cases 266 0.774 (0.172) 262 0.815 (0.163)

QALYs, adjusted for baseline difference

All available data 279 0.788 (0.156) 275 0.799 (0.135)

Complete cases 266 0.788 (0.158) 262 0.800 (0.135)
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Cost-effectiveness
No resource use from the PSS sector was recorded in the CVD risk trial and hence the cost-effectiveness results
are presented from a NHS perspective only. The base-case analysis uses imputed data although the results
from the complete-case analysis are also presented as a sensitivity analysis to the main results. Two forms of
cost-effectiveness analysis were prespecified. The first compares costs to the NHS with the proportion of
participants responding to treatment (Table 123). Data in this table indicate that the expenditure of an
additional £138 per participant in the intervention group is associated with an increase of 7% in the proportion
of participants responding to treatment. Again, as in the depression trial, this does not account for the
relationship between costs and effects and hence the second analysis compares incremental costs to the NHS
with gains in QALYs and presents estimates of the ICER and NMB. The ICER and NMB from a health system
perspective were obtained from a regression analysis (using seemingly unrelated regression) of the imputed trial
data (Table 124).

Figure 28 illustrates the uncertainty around the estimates of the ICER and NMB presented in Table 124 by
plotting 5000 bootstrap replicates of cost and QALY pairs on the cost-effectiveness plane, whereas Figure 29
illustrates the probability that the intervention is cost-effective at different levels of the cost-effectiveness
threshold. The results indicate that the intervention is probably cost-effective. The estimated net benefit is
positive and the estimated probabilities that the intervention is cost-effective at threshold values of
£20,000–30,000 are well above 0.5.

TABLE 122 Cost–consequence matrix in the CVD risk trial

Cost and outcomes n Usual care n Intervention Difference (95% CI)

Costs and outcomes

Mean cost of intervention – – 325 129 –

Mean cost of NHS resources, including
intervention

283 361 283 494 132 (–214 to –50)a

Mean societal cost per patient of lost
production

298 76 299 52 23 (–50 to 121)a

Consequencesb

QRISK2 response to treatment (%) 43 50 OR 1.3 (1.0 to 1.9)

Adjusted difference in mean QRISK2 scorec 31.41 30.98 –0.4 (–1.2 to 0.3)

EQ-5D-5L at 12 monthsd 0.776 0.812 –0.037 (–0.066 to –0.007)

Adjusted QALYsd 0.788 0.799 –0.011 (–0.035 to 0.142)

a CI calculated as accelerated and bias-corrected interval from 1000 bootstrap replicates to account for the skewed
distribution of costs.

b All consequences measured at 12 months or over a period of up to 12 months.
c Measured as the adjusted mean difference in continuous QRISK2 scores at 12 months.
d Based on available data.

TABLE 121 Imputed unadjusted QALYs in the CVD risk trial

Outcome na Usual care, mean (SE)b Intervention mean, mean (SE)b

Imputed unadjusted QALYs 641 0.774 (0.100) 0.810 (0.009)

SE, standard error.
a This sample size is based on 60 imputed data sets.
b SEs rather than SDs are reported for imputed data.
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TABLE 124 Cost-effectiveness of the CVD risk intervention from a NHS perspective

Cost and outcomes Usual care, mean Intervention, mean Incremental difference (95% CI)

Costs and QALYs

Total NHS costs (£) 364 502 138 (66 to 211)

Adjusted QALYs 0.786 0.798 0.012 (–0.001 to 0.026)

Cost-effectiveness statistics

ICER: £10,859

Probability that intervention is cost-effective at cost-effectiveness threshold of £20,000: 0.77

Probability that intervention is cost-effective at cost-effectiveness threshold of £30,000: 0.87

NMB at threshold of £20,000 (95% CI): £116 (£105 to £128)
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FIGURE 28 Cost-effectiveness plane from a NHS perspective for the imputed CVD risk model.

TABLE 123 Cost-effectiveness of the CVD risk intervention from a NHS perspective using imputed cost data

Cost and outcomes Usual care Intervention Difference (95% CI)

Costs (£)

Per patient imputed NHS costs, mean (SE)a 364 (26) 502 (27) 138 (66 to 211)

Effect

Proportion responding to treatment, measured using QRISK2 (%) 43 50 OR 1.3 (1.0 to 1.9)

SE, standard error.
a SEs rather than SDs are reported for imputed data.
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Sensitivity analysis

Complete-case analysis
As in the base-case imputed data set, the costs of the intervention were compared with the proportion of
participants responding to treatment (Table 125). The results in this table indicate that additional costs of
£124 are associated with a 7% increase in the proportion of participants responding to treatment.

Next, the cost-effectiveness analysis was rerun using data from complete cases only (Table 126). The
cost-effectiveness results from the complete-case sample are somewhat more favourable to the intervention
than the imputed results. This is driven by both lower incremental costs and a similar incremental QALY
gain. The complete-case results are similar to those using the imputed data, which is consistent with the
relatively high proportion of complete cases in the CVD risk trial (82% of all participants randomised).

Uncertainty around these estimates is represented in the cost-effectiveness plane (Figure 30) and in the
CEAC (Figure 31).

Sensitivity of the results to the inclusion of certain secondary costs
The sensitivity of the imputed results to the inclusion of items of NHS costs not related to the intervention
or primary care costs (including the costs of prescribed medication) was assessed in the same way as for
the depression trial (Table 127).
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FIGURE 29 Cost-effectiveness acceptability curve from a NHS perspective for the imputed CVD risk model.

TABLE 125 Cost-effectiveness of the CVD intervention from a NHS perspective using complete-case cost data

Cost and outcomes Usual care Intervention Difference (95% CI)

Costs (£)

Per patient NHS costs – complete cases, mean (SD) 367 (489) 490 (473) 124 (42 to 206)

Effect

Proportion responding to treatment (%) 43 50 OR 1.3 (1.0 to 1.9)
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The effect of the sensitivity analysis is to leave the ICER almost unchanged and to slightly increase the
probability of cost-effectiveness relative to the base case. This suggests that the costs excluded from this
sensitivity analysis did not have an important impact on the base-case results.

Results from long-term modelling of cardiovascular disease risk

Introduction
The long-term state transition cohort simulation model used data from the 12 months of trial follow-up
combined with simulated data on QRISK2 scores and costs and QALYs in future years to provide estimates
of the cost-effectiveness of the intervention over the lifetime of trial participants. The model used imputed
costs, QALYs and QRISK2 scores by sex and trial arm as estimated from trial data. ICERs and CEACs were
calculated for different durations of intervention effect.
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FIGURE 30 Cost-effectiveness plane from a NHS perspective for the CVD risk complete-case analysis.

TABLE 126 Cost-effectiveness of the CVD intervention from a NHS perspective using complete-case cost data

Cost and outcomes Usual care, mean Intervention, mean Incremental difference (95% CI)

Costs and QALYs

Total NHS costs (£) – complete cases 367 490 124 (42 to 206)

QALYs – complete cases 0.788 0.800 0.011 (–0.001 to 0.025)

Cost-effectiveness statistics

ICER: £10,366

Probability that intervention is cost-effective at cost-effectiveness threshold of £20,000: 0.79

Probability that intervention is cost-effective at cost-effectiveness threshold of £30,000: 0.87

NMB at threshold of £20,000 (95% CI): £115 (£103 to £127)
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The base-case model specification used the 12-month data on QRISK2 scores adjusted for baseline CVD
risk differences. The principal rationale for using the adjusted 12-month QRISK2 data was to account for
the cumulative effects of the intervention on risk over the period of follow-up in a way that controls for
baseline differences. Table 128 shows how QRISK2 scores, adjusted for baseline differences, differed
between randomisation groups at 12 months using imputed data.

TABLE 127 Cost-effectiveness of the CVD risk intervention from a NHS perspective, excluding NHS costs not related
to primary care or the intervention

Cost and outcomes Usual care, mean Intervention, mean Incremental difference (95% CI)

Costs and QALYs

Total NHS costs (£) 308 438 129 (93 to 166)

QALYs 0.786 0.799 0.013 (–0.000 to 0.0262)

Cost-effectiveness statistics

ICER: £10,003

Probability that intervention is cost-effective at cost-effectiveness threshold of £20,000: 0.79

Probability that intervention is cost-effective at cost-effectiveness threshold of £30,000: 0.88

NMB at threshold of £20,000 (95% CI): £129 (–£119 to £140)

TABLE 128 Adjusted QRISK2 score at 12 months by group

Outcome Usual care, mean Intervention, mean

Adjusted QRISK2 score at 12 months 31.26 30.86
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FIGURE 31 Cost-effectiveness acceptability curve from a NHS perspective for the CVD risk complete-case analysis.
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Lifetime cost-effectiveness results
This section describes the results from the lifetime simulation cost-effectiveness analysis, which are
presented for different durations of intervention effect. The effect at issue here is the difference between
arms in QRISK2 score, constructed as a continuous variable. It was necessary to model different durations
of effect because CVD risk levels after the end of the 12-month follow-up were (necessarily) not measured
in the trial, whereas a lifetime perspective on cost-effectiveness that is driven by QRISK2 score requires an
assumption of how participants in the intervention and usual care arms may be expected to differ once
the intervention ends. At one extreme, one could assume that any differences in the trial are permanent,
so that the intervention group will have lower QRISK2 scores than the usual care group over the remaining
lifetime of trial participants. At the other extreme, it could be assumed that the effects of the intervention
do not persist for > 1 year, after which time the intervention and usual care groups are modelled as having
identical QRISK2 scores.

The ‘participants’ enter the simulation model on the day that they were randomised. Their CVD risk in this
initial year (year 0) is their baseline QRISK2 score measured during the trial. Their CVD risk at the end of
this year or start of the next year (year 1) is their (adjusted) QRISK2 score measured at 12 months’ follow-up.
In practice, there are two reasons why these QRISK2 scores alone do not determine the costs and QALYs to
which participants are assigned during the model’s initial year. The first reason is the use of a half-cycle
correction, which means that simulated transitions do not occur only at the beginning or end of each cycle,
and therefore the baseline QRISK2 score and the 12-month follow-up QRISK2 score, both of which were
measured in the trial, determine events, states, costs and QALYs in the initial year of the model (year 0).
The second reason is that data on both costs and effects are used in this first year of the simulation model.
Simulated costs in this initial year are replaced with the mean per-participant cost measured during the
trial. QALY values simulated during year 0 are adjusted to account for the between-arm differences in
incremental QALYs observed during the trial. Thus, the simulated results are dependent on trial estimates of
both QRISK2 scores and QALYs, along with observed costs over the 12 months.

Table 129 presents the cost-effectiveness results assuming a permanent difference in QRISK2 score
between arms. Table 130 presents the cost-effectiveness results assuming a duration of effect of the
intervention of 5 years, which means that for 5 years there is a difference between the intervention group
and the usual care group in QRISK2 score that reflects the difference observed during the period of trial
follow-up. However, once this period of effect has elapsed, then risk is modelled as being the same in
each arm. Similar logic applies in Table 131 (for an assumed duration of effect of 2 years) and Table 132
(for an assumed duration of effect of 1 year).

TABLE 129 Lifetime simulation cost-effectiveness results assuming a lifetime duration of effect

Cost and outcomes
Usual care,
mean (SD)

Intervention,
mean (SD)

Incremental difference
(95% CI)

Lifetime duration of effect

Per participant lifetime discounted NHS costs (£) 6602 (192) 6657 (199) 55 (49 to 61)

Per participant lifetime discounted QALYs 8.572 (0.022) 8.598 (0.026) 0.026 (0.026 to 0.027)

Cost-effectiveness statistics for lifetime duration of effect

ICER: £2091

Probability that intervention is cost-effective at cost-effectiveness threshold of £20,000: 0.99

Probability that intervention is cost-effective at cost-effectiveness threshold of £30,000: 1.00

NMB at threshold of £20,000 (95% CI): £472 (£197 to £728)
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TABLE 131 Lifetime simulation cost-effectiveness results assuming a 2-year duration of effect

Cost and outcomes
Usual care,
mean (SD)

Intervention,
mean (SD)

Incremental difference
(95% CI)

Lifetime duration of effect

Per participant lifetime discounted NHS costs (£) 6617 (206) 6741 (214) £124 (118 to 130)

Per participant lifetime discounted QALYs 8.573 (0.021) 8.586 (0.022) 0.013 (0.012 to 0.013)

Cost-effectiveness statistics for lifetime duration of effect

ICER: £9886

Probability that intervention is cost-effective at cost-effectiveness threshold of £20,000: 0.84

Probability that intervention is cost-effective at cost-effectiveness threshold of £30,000: 0.93

NMB at threshold of £20,000 (95% CI): £127 (–£144 to £382)

TABLE 132 Lifetime simulation cost-effectiveness results assuming a 1-year duration of effect

Cost and outcomes
Usual care,
mean (SD)

Intervention,
mean (SD)

Incremental difference
(95% CI)

Lifetime duration of effect

Per participant lifetime discounted NHS costs (£) 6595 (197) 6726 (202) 131 (125 to 138)

Per participant lifetime discounted QALYs 8.573 (0.022) 8.584 (0.022) 0.011 (0.011 to 0.011)

Cost-effectiveness statistics for lifetime duration of effect

ICER: £11,776

Probability that intervention is cost-effective at cost-effectiveness threshold of £20,000: 0.74

Probability that intervention is cost-effective at cost-effectiveness threshold of £30,000: 0.87

NMB at threshold of £20,000 (95% CI): £92 (–£172 to £352)

TABLE 130 Lifetime simulation cost-effectiveness results assuming a 5-year duration of effect

Cost and outcomes
Usual care,
mean (SD)

Intervention,
mean (SD)

Incremental difference
(95% CI)

Lifetime duration of effect

Per participant lifetime discounted NHS costs (£) 6608 (197) 6714 (202) 107 (101 to 112)

Per participant lifetime discounted QALYs 8.573 (0.022) 8.589 (0.022) 0.016 (0.016 to 0.017)

Cost-effectiveness statistics for lifetime duration of effect

ICER: £6477

Probability that intervention is cost-effective at cost-effectiveness threshold of £20,000: 0.95

Probability that intervention is cost-effective at cost-effectiveness threshold of £30,000: 0.99

NMB at threshold of £20,000 (95% CI): £223 (–£153 to £468)
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The results indicate that the longer the duration of the effect of the intervention on QRISK2 score, the more
likely it is that the intervention is cost-effective. When the duration of effect observed in the trial permanently
differs between groups (see Table 129), the intervention is very likely to be cost-effective for low levels of the
cost-effectiveness threshold. This scenario assumes a type of ‘free lunch’ – participants in the intervention arm
receive the benefit of the intervention in terms of QRISK2 score for the rest of their lifetime, but the costs
associated with the intervention are incurred only once. At the other extreme of duration of effect (1 year;
see Table 132), the cost-effectiveness results are similar to those of the within-trial evaluation.

Except for very low levels of the cost-effectiveness threshold, the CEACs (Figure 32) indicate a monotonic
relationship between assumed duration of effect and the probability that the Healthlines Service
intervention is cost-effective.

It is helpful to interpret Figure 32, and the simulation model cost-effectiveness findings more generally,
by considering the extreme cases of a lifetime or permanent effect of the intervention in comparison with
an intervention effect that lasts for just 1 year. Given the small absolute difference in QRISK2 score in
favour of the intervention, the results from assuming a 1-year duration of effect are similar to the results
from the cost-effectiveness analysis of the trial 12-month follow-up data – there is almost no difference
in post-follow-up annual CVD risk between arms and the lifetime effects are driven by the inclusion of
costs and QALYs from the trial in the first year of the model. The simulated clinical pathway experienced
by participants in each arm is very similar once the assumed duration of effect expires and hence the
cost-effectiveness results are primarily driven by data from the trial follow-up. The experiences of participants
in each arm are not identical even once QRISK2 scores become the same in each arm because any events
that occur when the risk is different will have an influence on future events (e.g. the effect of the occurrence
of a TIA on the risk of future stroke). In essence, for a short duration of intervention effect, the differences in
costs and QALYs observed during the trial are more influential than subsequent minor differences in costs
and QALYs associated with the small difference between arms in simulated QRISK2 score.

In contrast, for a lifetime duration of effect, the data from the trial follow-up are important but less
influential in determining cost-effectiveness. This is because the small but permanent reduction in risk leads
to a greater impact on cost-effectiveness of the post-follow-up (simulated) QRISK2 scores, which are always
lower in the intervention arm. This lower QRISK2 score gives rise to fewer strokes, fewer AMIs and fewer
cases of angina and TIA and this has a cumulative effect on lifetime cost-effectiveness.

The sensitivity of the results to QALY differences observed during the trial follow-up is considered in the
following section.
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FIGURE 32 Cost-effectiveness acceptability curves from the lifetime simulation assuming different durations of effect.
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Sensitivity analysis of the simulation model
In the base-case analysis presented in the previous section, costs and QALYs observed during the period of
trial follow-up have an important impact on estimates of lifetime cost-effectiveness. The sensitivity of the
conclusions of the simulation model to data collected in the trial and included in the base-case analysis
was assessed. This involved removing the QALY adjustment observed during the trial and removing costs
observed during the trial, except for the cost of the intervention itself. Utility and costs are determined only
by QRISK2 score, as simulated by the model. Therefore, this sensitivity analysis could be interpreted as
capturing a type of direct or ‘pure’ effect of the intervention on QRISK2 score. Figure 33 shows the CEACs
corresponding to this analysis.

The results indicate that removing the QALY and cost data (other than the intervention cost) has a material
impact on estimates of cost-effectiveness. The lifetime duration of effect is unambiguously cost-effective.
The probability that the intervention is cost-effective for a 5-year duration of effect at a threshold value of
£20,000 is 0.70, but the corresponding probabilities for 2-year and 1-year durations of effect are 0.11 and
0.01 respectively. This means that if the primary and secondary care costs measured during the trial are
ignored, and no allowance is made for the health-related quality of life differences observed during the
period of trial follow-up, then the intervention is not cost-effective for modest durations of effect.
Put differently, in the scenario modelled, the small differences in continuous QRISK2 scores observed at the
end of the intervention and used as the basis for simulation modelling are not sufficient to render the
intervention cost-effective if the effects of the intervention are relatively short-lived.

Discussion of the cost-effectiveness findings from the within-trial evaluation
and the lifetime simulation model
Two different but complementary sources of evidence were used to inform conclusions concerning the
cost-effectiveness of the CVD risk intervention. The first was data collected during the trial, which were
used to estimate the probability that the intervention was cost-effective at the end of the 12-month
follow-up. The conclusion from this analysis is that there is a reasonable probability that the intervention is
cost-effective under all modelled durations of effect. The second analysis used a simulation model to assess
the probability that the intervention was cost-effective when evaluated over the remaining lifetime of trial
participants. The results from the base-case simulation analysis suggest that the intervention is probably
cost-effective, whatever duration of effect is assumed, although the evidence in support of this conclusion
is stronger for longer durations of effect. The findings are sensitive, particularly at lower levels of duration
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FIGURE 33 Cost-effectiveness acceptability curves from the lifetime simulation assuming different durations of
effect: sensitivity to QALY differences.
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of effect, to the higher QALY differences observed in the intervention arm during the period of trial
follow-up. If the QALY differences are ignored, and non-intervention costs are omitted from the simulation
model, then the intervention is not cost-effective under short durations of effect.

The simulation analysis is subject to a number of limitations. First, the model understates the uncertainty
associated with QRISK2 score. In particular, information on the covariances between variables included in
the QRISK2 algorithm is not published and the inability of the model to account for these covariances has
the effect of understating uncertainty and therefore of narrowing CIs around cost-effectiveness statistics.
Second, the analysis accounts only for health system costs and does not reflect the impact that CVD events
may have on carers and the wider economy. For example, strokes are associated with a large391 economic
burden (including productivity impacts), not all elements of which can be accounted for in a simulation
model concerned with health system costs. Third, the simulation model does not identify which assumed
duration of effect is most plausible. The best source of evidence on the duration of effect is long-term
follow-up. An alternative to long-term follow-up would be to model the likelihood of reductions in
modifiable risk factors observed in the trial (such as systolic blood pressure) by synthesising evidence from
different sources, a task beyond the scope of this project.

The conclusions of the simulation model reflect the data used in its construction. The QRISK2 model is not
validated for ages above 84 years and assumptions about growth rates in risk for the small number of
simulated participants living to an advanced age were necessary. The model of health-related quality
of life adopted a conservative assumption, in the absence of evidence, that second and third events had
the same utility impact as each other. This rules out multiplicative effects, for example, that the impact
on quality of life from having a third stroke is not made worse because someone has previously had a
second stroke. Using an alternative to this assumption would tend to make the intervention appear more
cost-effective, as participants with lower mean continuous QRISK2 scores (the Healthlines intervention
group) tend to avoid, on average, more CVD events than those with higher QRISK2 scores (the usual
care group).

In summary, the balance of evidence suggests that the intervention may be cost-effective for long
durations of effect but may not be cost-effective for short durations of effect.
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Chapter 11 Process evaluation results: embedded
qualitative interview study

Much of this text has been reproduced from O’Cathain et al.392 © Alicia O’Cathain, Sarah J Drabble,
Alexis Foster, Kimberley Horspool, Louisa Edwards, Clare Thomas, Chris Salisbury. Originally published

in the Journal of Medical Internet Research (www.jmir.org), 30 June 2016. This is an open-access article
distributed under the terms of the Creative Commons Attribution License (http://creativecommons.org/
licenses/by/2.0/), which permits unrestricted use, distribution, and reproduction in any medium, provided
the original work, first published in the Journal of Medical Internet Research, is properly cited. The
complete bibliographic information, a link to the original publication on www.jmir.org/, as well as this
copyright and license information must be included.

Abstract

Aim: To help explain the results of the trials by exploring the implementation, mechanisms of action and
context of the Healthlines Service.

Methods: A qualitative interview study of 45 staff and trial participants with experience of the intervention
consisting of face-to-face and telephone interviews with eight NHS Direct staff involved in developing and
delivering the intervention, 13 health professionals in primary care whose patients used the intervention
and 24 intervention participants.

Findings: There was evidence to support the importance of all components of the TECH model on which
the intervention was based. The Healthlines Service was largely delivered as planned with the exception of
two elements: continuity of the HIAs and tailoring of the intervention to participants’ needs. These were
compromised in the early months of implementation until a smaller team of dedicated HIAs delivered the
intervention in later months. This detrimentally affected participant engagement with the intervention,
which was a key mechanism of action. In the depression trial, the intervention did not appear to meet the
needs of some participants who were seeking a talking therapy rather than CBT. In the CVD risk trial,
some participants were not motivated to change their behaviour at recruitment, reducing the potential of
the intervention; in particular, smokers were identified as lacking motivation to change.

Conclusions: The TECH model appears to be a good basis for developing telehealth interventions for
LTCs. The extent to which the intervention was implemented as planned varied during the course of the
trials. This is likely to have impacted negatively on patient engagement and through this the effectiveness
of the intervention. An intervention offered by a dedicated team of HIAs delivering continuity and tailoring
has the potential to be more effective than the intervention tested here.

Introduction

In our trial protocol we stated that we would undertake qualitative research embedded within both trials
to consider the acceptability of the intervention, as well as facilitators of and barriers to the delivery of, use
of and compliance with the intervention.283 As the trials progressed we viewed the qualitative data and
quantitative process data collected as part of the trials as a process evaluation. As described in Chapter 7
(see Process evaluation methods), the aims of the process evaluation were to explore the implementation,
mechanisms of impact and context of the intervention in practice.353 In this chapter we explore the
following research questions:

1. Was the intervention implemented as planned? (implementation)
2. How did the intervention produce outcomes? (mechanisms of impact)
3. How did the setting affect the intervention and the outcomes? (context)
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Findings

Description of participants
We undertook 45 interviews in total: eight with NHS Direct staff, six with GPs, seven with nurses or HCAs
in general practices, 12 with users of the depression intervention and 12 with users of the CVD risk
intervention.

NHS Direct staff
We interviewed four HIAs who delivered the intervention. Two had worked on the Healthlines Service from
the beginning, one was part of a second tranche of recruitment and one was new in terms of being in
post for a month at the time of the interview. We also interviewed a strategic manager who had led
the intervention development within NHS Direct, a technical manager who had helped to develop the
intervention, a manager of the Healthlines Service team and a NHS Direct team manager not directly
involved in the Healthlines Service. Although this sample was small, it was wide and reflected the small
number of staff with experience of the Healthlines Service. There was considerable convergence of views
within this sample, leading us to believe that data saturation had been obtained at the data collection
stage. On reflection, interviewing some of the HIAs who had left the service might have offered a different
perspective on the intervention.

Primary care staff
We interviewed six GPs whose practices had participated in the trials. We approached GPs who had
screened lists of potential trial participants prior to recruitment because we thought that they would take
more of an interest in the Healthlines Service than their colleagues. We approached 13 GPs to obtain the
planned number of interviews because some GPs did not want to participate. Based on feedback we
received when trying to recruit, we surmised that GPs felt too busy to be interviewed or felt that they had
nothing to say about the intervention.

We had also planned to interview practice nurses but ended up interviewing a research nurse (who
offered a perspective on the research, rather than the intervention) and a HCA, as well as practice nurses.
We included all of these interviews in the analysis. We approached 11 practice nurses to obtain seven
interviews. Some practice nurses did not want to be interviewed because they felt that they had nothing to
say about the intervention. In terms of data saturation, there seemed little point in interviewing more
primary care staff because those we interviewed had little to say about their experience of the intervention
in practice.

Trial participants receiving the intervention
We approached 16 depression and 20 CVD risk trial participants to obtain 12 interviews with each group.
Trial participants declined to participate because they were not interested (n = 5), were too busy (n = 3),
could not be contacted (n = 1), had withdrawn from the intervention (n = 1) or did not show up for the
arranged interview (n = 2). One depression participant was known to the interviewer and was excluded
from the sample. Interviews took place over an 8-month period (Tables 133 and 134).

Depression interviewees were identified from six general practices and were interviewed a median of
8 months after randomisation, varying between 5 and 10 months (see Table 133). Of the interviewees,
five were male, all were white and most were middle-aged (age range 30–66 years). This generally
reflected the demographics of participants in the depression trial. One interviewee had a very high score
on the PHQ-9289 at baseline, indicating severe depression, and four interviewees had moderately severe
depression. Four interviewees had formally withdrawn from the intervention at the time of the interview.

Cardiovascular disease risk interviewees were interviewed a median of 8 months after randomisation,
varying between 3 and 11 months (see Table 134). They were recruited from eight general practices and
there was little variation in their demographic characteristics: they were mainly male, all were white and all
were older (age range 62–75 years). However, this largely reflected the participants in the CVD risk trial.
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They had a mix of modifiable CVD risk factors: two smoked, nine had a BMI of > 30 kg/m2 and eight had
systolic blood pressure of > 140 mmHg. Eight were on blood pressure medication. The QRISK2 score195

was high for all interviewees, varying between a 21% and 58% chance of having a cardiovascular event in
the next 10 years. All CVD risk interviewees were still using the intervention at the time of the interview.
Therefore, our interview data included more participants who were engaged with the intervention than in
the total population of CVD risk participants in the trial.

Overview of findings
The findings are organised around four themes: outcomes, implementation, mechanisms and context.
Verbatim quotes are labelled to identify interviewees: HIA, NHS Direct managers (M), general practitioners
(GP), practice nurses or HCAs (PN), depression trial participants (DEP) and CVD risk trial participants (CVD
risk). For trial participants, the numbers relate to the first column in Tables 133 and 134 (e.g. DEP 1 refers
to the first depression trial participant interviewee in Table 133).

Outcomes
The qualitative research could not determine whether or not the intervention had ‘worked’; this was the
role and focus of the trials. The qualitative research could, however, identify the range of perceived benefits
reported by the interviewees and explore why some interviewees felt that they had obtained benefit from
the intervention and some did not. We interviewed depression participants at 5–10 months into the trial
and so all of them had had their 4-month primary outcome (PHQ-9) measured. We interviewed CVD risk
participants at 6–11 months and so none had had their 12-month primary outcome (QRISK2) measured.

As will be described in more detail in the following sections, half of the depression and CVD risk
interviewees reported improvements in health, which they associated with the intervention. The remaining
interviewees were clear that they had obtained no benefit or did not discuss any benefit during the
interview. Primary care practice staff also described seeing improvements in some of the trial participants
and the HIAs felt that they had helped some people to benefit but not others.

Perceived impact on primary outcomes in the trials

Reduction in depression
We selected four of the interviewees because they had withdrawn from the depression trial. One of these
participants had withdrawn because the intervention had improved his mood so much that he felt that he
no longer required it. Six of the remaining interviewees described benefits, such as feeling more positive,
because they had been shown ways of coping, had learned to share problems with their family, had more
energy, felt listened to, knew someone was there or felt that they meant something to someone:

What I needed was a way of dealing with the great sadnesses and a way of coming to terms with it,
and I think I’ve got that from [pause], from the Healthlines Study.

DEP 8

Both primary care staff and trial participants described the potential for long-term effects of CBT because it
gave people tools for the future and complemented other services. In contrast, those who felt that the
intervention had not been helpful described the intervention as too superficial, not giving access to
someone to talk to or the same as previous treatments that they had already tried.

Weight loss
Weight is one of the modifiable risk factors for CVD. Nine of our 12 CVD risk interviewees had a BMI of
≥ 30 kg/m2 at baseline. Three of these reported weight loss that they were happy with and which they
attributed to the intervention. Trial participants who had lost weight were delighted with this and
described positive consequences including reduced blood pressure, the ability to walk more easily and
having more energy. Two practice nurses had noticed weight loss in their patients at the 6-monthly CVD
assessment for the trial and one of the HIAs noted that this was a benefit apparent in her dealings with
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some participants. Weight loss was not always attributed to the intervention – one CVD risk interviewee
had lost weight during the trial that she attributed to contact with a different service. Weight loss was
described as occurring through educating people about good eating habits, setting goals and reviewing
their weight each month.

Lowered blood pressure
High blood pressure is a risk factor for CVD. Eight of our 12 CVD risk interviewees had high blood pressure at
baseline (systolic blood pressure > 140 mmHg). Four reported lowered blood pressure and one other reported
reduced use of blood pressure medication related to the intervention. These interviewees were sometimes
different from those who had lost weight, such that six of our 12 CVD risk interviewees reported an
improvement in weight or blood pressure management and related this to the intervention. Improvements in
blood pressure were attributed to weight loss or the introduction of blood pressure medication:

Interviewer: You’ve got high blood pressure I’m presuming?

Participant: Not any more.

Interviewer: Not any more, good [laugh].

Participant: Mainly thanks to this system.
CVD risk 8

Smoking cessation
Only two of our CVD risk interviewees smoked at baseline. Both of these reported no success with smoking
cessation, with one interviewee quite clear that he would continue smoking: ‘don’t bother, I smoke’ (CVD
risk 1). Indeed, one of the smokers probably increased his smoking from baseline because he talked about
having an illness when the baseline outcome was measured, which caused him to cut down his smoking
radically, but then later returned to his usual habits. HIAs noted that few participants had reported giving up
or cutting down smoking and that this was a difficult lifestyle issue to impact on.

Changes in the outcomes pathways
Both HIAs and trial participants described making lifestyle changes that could affect the primary outcomes
in the trials, in particular, increased exercise and raised awareness of health problems. Some depression
interviewees reported exercising more, which could improve general well-being by making them ‘feel
better’. Some CVD risk interviewees reported making lifestyle changes that could affect CVD risk factors,
such as exercising more because the intervention had introduced them to different types of exercise. Other
lifestyle changes undertaken were eating more healthily and reducing alcohol intake. HIAs described how
they helped to make people more aware of their health problems and the behaviours that could affect
them. For example, one depression interviewee did not understand that he was depressed before the
intervention and was grateful for being made aware of it, as well as learning about ways of dealing with it.

Timing of measurements in the trials
NHS Direct managers felt that there had been delays in offering the CVD risk intervention to trial
participants once they had been recruited. They worried that baseline measures were obtained a few
months before the intervention started, resulting in the primary outcome being measured before some
participants had experienced 12 months of the intervention. This was because QRISK2 scores were
collected 12 months after randomisation, regardless of the amount of time that participants had received
the intervention for.

Changes in resources
Some interviewees reported changes in use of primary care or medication brought about by the
intervention. A GP perceived that the Healthlines Service had reduced the number of GP appointments
because it monitored blood pressure; a CVD risk interviewee felt that he did not need to bother the GP for
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this reason. There were also reports of medication for both depression and high blood pressure being
reduced. On the other hand, resource use could also increase if the HIAs prompted participants to check
their health problems with their GP. For example, one CVD risk interviewee reported gaining the
confidence to visit his GP from talking to the HIA. Trial participants also described changes in their own
resource use related to the CVD risk intervention. These were usually given in jest within the interview.
Examples were spending less on food and alcohol or spending more on new clothes if they had lost
weight. One CVD risk interviewee expressed concern about increases in health insurance if the intervention
identified any new health problems.

Unintended consequences
A positive unintended consequence of the intervention was that family and friends of trial participants
were sometimes described as improving their lifestyles because they joined in with exercise and healthy
eating programmes recommended by the Healthlines Service. Negative unintended consequences of the
intervention were also described in the interviews. Some primary care staff and trial participants described
problems that had occurred with the intervention, such as anxiety caused by people discovering that they
had high blood pressure, anxiety caused by monitoring one’s blood pressure, confusion caused by different
definitions of high blood pressure held by the Healthlines Service and some GPs, CVD risk participants
suffering dizzy spells that turned out to be due to loss of weight without reduction in blood pressure
medication and CBT making people feel worse because it reminded them of their depression.

Implementation of the intervention

The content delivered in practice
The amount of intervention received by participants in each trial, and the specific content that they
engaged with, were described in Chapters 8 and 9. In this interview sample, the content of the depression
intervention described most commonly by both HIAs and trial participants was CBT delivered by computer
or book and supported by telephone calls with HIAs. Two interviewees from the depression trial described
using the BWW (see Chapter 7, Depression trial) and two experienced medication changes. The main
content of the CVD risk intervention described by both HIAs and trial participants in this sample was blood
pressure monitoring with subsequent advice about medication and lifestyle advice about weight reduction.
HIAs also reported offering some lifestyle advice about exercise and diet to people in the depression trial.

Implementation of the different components of the TElehealth in CHronic
disease model
During our analysis, we coded data related to each of the components of the TECH model under a
theme of ‘mechanisms of action’: engagement, promoting self-management, treatment optimisation,
care co-ordination, partnership and context.250 In practice, many of the data related to if and how these
were implemented during the trials.

The TElehealth in CHronic Disease model: engagement
The TECH model emphasises the role of the Healthlines Service, particularly the HIAs, in engagement
of the participant and engagement with primary care (see Table 12, Engagement).

To what extent did the Healthlines Service engage patients?
Primary care interviewees believed that CVD risk trial participants were engaged with the intervention.
They based this view on the absence of negative feedback from participants, because they saw participants
as keen to attend CVD risk assessments related to the trial or because they saw some participants gaining
benefits such as weight loss. HIAs reported engagement of both CVD risk and depression participants.
Some depression and CVD risk interviewees who had experienced the intervention expressed enthusiasm
for it. However, some of the contextual issues related to individual participants’ lives, such as depressed
participants being too busy to engage with the intervention or CVD risk participants being motivated to
participate in research rather than change their behaviour (see Motivation and ability), made engagement
of some participants hard and sometimes impossible for the HIAs to facilitate.
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Support with technology
Health information advisors described how offering participants technical support and getting them logged on
to the patient management system at the beginning of the process was time-consuming. Participants wanted
advice about how to use their computer and appreciated the technical knowledge of the HIAs. Participants
described how family and friends also helped them with the technological side of the intervention.

Continuity of health information advisors
An aim of the intervention was to offer participants continuity with a named HIA to enable engagement.
When continuity occurred, both depression and CVD risk interviewees used the first name of the HIA
when talking about the intervention and described the support of the HIA using words such as ‘caring’,
‘smashing’, ‘motivational’, ‘therapeutic’, ‘supportive’, ‘brilliant’, ‘intuitive’, ‘helpful’, ‘good’, ‘nice to talk to’,
‘easy-going manner’, ‘I’ve enjoyed talking to [advisor]‘, ‘pleasant’, ‘calming’ and ‘they listened’. Continuity
of HIAs allowed a relationship to develop between the HIA and the participant in four cases for depression
and five cases for CVD: ‘it has been good to build up some, kind of, relationship’ (CVD risk 11).
Participants valued having someone to listen to them, someone who cared about them and who could
help them: ‘it was just nice at the end of it, he said to me, you have helped me today [name] it’s just that
I’ve got nobody else to actually speak this off to’ (HIA 3). This continuity appeared to be vital for some
depression participants who felt that they needed to discuss difficult issues and to build up trust in the HIA
to do this. The relationship with the HIA made the intervention attractive in that participants looked
forward to talking to the advisor and wanted to do the CBT to show their commitment to their HIA.

When continuity was lost, participants often felt the loss of the relationship with the HIA and a reduction
in engagement and perceived outcome. Continuity appeared to be more important for the depression
interviewees than the CVD risk interviewees in our sample, indicated by the fact that half of the depression
interviewees and two CVD risk interviewees spoke negatively about the effects of having no continuity
with the HIA. Four CVD risk interviewees were not concerned about having the same HIA; one participant
did not know if he had had the same HIA and expressed no particular preference, one had moved to a
second HIA but had found continuity since then and two expressed no preference, one stating that it was
‘because the spiel was exactly the same’ (CVD risk 10).

Passive engagement from primary care
The plan was that the Healthlines Service would engage with primary care by sending letters about
participants to GPs when action was needed, that is, there was no intention for HIAs to have personal
contact with practice staff. The GPs interviewed described engaging with the intervention by taking action
on written requests to consider the suicide risk of depression participants or review CVD risk participants’
medication. This engagement was one way in that GPs did not seek to engage proactively with the
Healthlines Service around the care offered to individual patients. Practice nurses and HCAs described
being involved in undertaking assessments on CVD risk participants for the trial but were otherwise
unaware of what the intervention entailed beyond what participants told them: ‘to be honest I have
absolutely no idea what goes on between the Healthlines study staff and the participant’ (PN 111).
GPs interviewed also had little knowledge of the intervention and some participants were aware of this:

Interviewer: Has your general practice helped you with Healthlines at all, or has there been any
interaction between Healthlines and your doctor?

Participant: No.

Interviewer: Nothing?

Participant: Nothing. I don’t even think he knows anything about it to be honest, no.
DEP 4
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General practitioners and HIAs seemed happy with this limited level of engagement with primary care
because GPs were described as busy. HIAs felt that they could encourage contact between participants and
their GP through participants if necessary. Indeed, some participants described how they had contacted
their GP after encouragement by a HIA or if their GP had not contacted them about a letter sent by the
Healthlines Service. This passive engagement by GPs was identified as problematic by one participant who
wanted his GP to ask him how the intervention was progressing; however, it was welcomed by another
participant as a way of being independent of her GP:

I’m quite glad that there wasn’t, I think I would have felt more pressure if my GP had been, like,
oh are you doing this, doing that, because I’d rather do something under my own steam.

DEP 12

There was also some evidence that communication between primary care and HIAs did not always reach
the level of partnership intended by the TECH model, which could cause confusion for some patients:

There was this one particular patient who was constantly being, it was being suggested that he be
reviewed by the GP. And the GP was reviewing him, but it was still the same, you know, it was a bit,
you know, flogging a bit of a dead horse really, because she was, the GP was very happy with the
blood pressure. Healthlines study staff were saying, oh, no, no, no you need to go and see the GP . . .
and of course the patient is the one caught in the middle.

PN 111

The TElehealth in CHronic Disease model: self-management
An aim of the intervention was to promote self-management for participants. This was operationalised
within the interventions in nine ways, differing somewhat for each condition (see Table 12, Promoting
self-management). Some of the ways in which the intervention was planned to promote self-management
were the same as those planned to promote engagement and have been discussed already (e.g. Continuity
of health information advisors). Indeed, promotion of self-management required that the participants engaged
with the intervention. Other aspects of the self-management components, including self-monitoring,
motivational interviewing and review, are discussed in the following sections.

To what extent was self-management enhanced?
Most of the interviewees described how the intervention had helped them develop self-management
through raising awareness of their health problems and educating them about ways of dealing with those
problems. As one participant put it, the intervention was about ‘helping myself to help myself’ (DEP 2).
Indeed, the intervention could have a profound effect on self-management. One participant with
depression described how the intervention had changed her identity, which had previously been defined
by her physical illness:

Interviewer: Do you think it has helped you to self-manage your problems?

DEP 8: Yes, because I got [pause], it’s very easy for physical symptoms to just overtake, take over every
function, so, you know, having physical limitations, mobility limitations actually shouldn’t be to the
fore all the time . . . it’s people define you, I hate being defined by my back [pause], but they do it if
you define yourself [that way].

However, some participants (four depression interviewees and one CVD risk interviewee) were explicit that
their self-management capacity was not enhanced because they felt that they already managed their
health problems sufficiently themselves. One GP interviewee also felt that the intervention might be telling
people what they already knew, limiting its ability to promote further self-management.
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Self-monitoring and feedback
For CVD risk interviewees, self-monitoring and feedback of blood pressure readings occurred through
graphs on the computer via the Healthlines web portal. Some CVD risk interviewees described how helpful
it was to view their blood pressure results via the web portal or to discuss them with their HIA. A practice
nurse particularly liked this aspect of the intervention because it could help participants to make a clear
connection between their daily lifestyle behaviours and their blood pressure:

I think it makes people realise that there are things that you can do on a day-to-day basis . . . to bring
it down, if they’re checking it that regularly for a purpose. You know, I went out for a walk this
morning and my blood pressure was really good today, and things like that. It makes it very obvious in
black and white right in front of them that the days when they are doing things, and being a bit more
well behaved if you like, that it does make a difference.

PN 113

For depression interviewees, the monitoring and feedback mechanism was less tangible than for CVD risk
interviewees in our sample. Participants could self-monitor through the PHQ-9 questionnaire and the BWW,
with HIAs monitoring changes in depression scores and providing information to GPs if participants were
feeling suicidal or their scores had changed dramatically. However, this information was not mentioned by
the depression interviewees directly as useful feedback or a useful self-monitoring tool. For one interviewee,
the lack of feedback from the remote telephone calls added to his dissatisfaction with the service.

Raising awareness
The HIA interviewees highlighted that the intervention raised awareness of participants’ health problems
and the range of solutions available to them. Some depression and CVD risk interviewees described how
they had been unaware of their depression or high blood pressure until they were invited to take part in
the trial. Awareness of their weight could come as a shock to some participants. It was not that they had
never been recommended to lose weight, but that someone other than a primary care professional was
reinforcing this:

I think perhaps the participants that really haven’t quite got on board with it, so they’re not really
accepting that you know taking a cholesterol-lowering tablet is going to be useful for them or losing
weight’s really going to be useful and maybe just having a chance to talk to somebody and then think
about it and then talk again about it.

GP 101

In fact, one GP interviewee felt that the Healthlines Service could be of most benefit for participants who
were not self-aware.

Educating participants and building skills
Some depression and CVD risk interviewees were aware of their health problem or poor lifestyle and
benefited from the educational aspects of the intervention. They felt that the intervention helped them to
understand how their medications worked or the meaning of a blood pressure reading and taught them
strategies and skills to manage their condition or improve their lifestyle. For CVD risk interviewees, the
focus was on education and information provision. One HIA and some GPs felt that this was not necessary
for the more educated CVD risk participants and should be focused on those with poor knowledge levels,
that is, more tailoring to participants’ needs was necessary. For example, one of the CVD risk interviewees
was a retired nurse who reported experiencing no gains in knowledge. For depression interviewees,
the focus seemed more about building skills to cope with the condition: ‘whenever you suffer something
like depression, you don’t immediately build up those skills for coping with things’ (DEP 12).

Promoting self-efficacy
The HIAs were trained in motivational interviewing techniques to help them to encourage participants to
modify their behaviours. They valued this training and some of the techniques within it, such as goal
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setting, because they felt that these were important for empowering participants to take control of their
health and lifestyle. Some depression and CVD risk interviewees believed that the intervention empowered
them to take action to help themselves, rather than be fixed by someone else. This came about not simply
through motivational interviewing, but through HIAs signposting participants to various other services.

Different definitions of empowerment appeared to be held by different types of interviewees. Primary care
staff valued any intervention that helped participants to take responsibility for their care, rather than
always looking to their GP for this. However, from the participant or the Heathlines Service perspective,
empowerment might include giving the participant confidence to seek treatment from their GP. For
example, a depression interviewee described the benefit of being encouraged to see her GP about access
to further care, stating that it ‘makes me sort of keep on top of things’ (DEP 6).

At the time that we interviewed them, HIAs felt that motivational interviewing could not help when people
came to the intervention unprepared to change their lifestyle. HIAs found this very frustrating and wondered
if the inclusion criteria for the trial should have screened out people who were not motivated to change:

We’ve had some people come in where the only modifiable risk isn’t something that they want to
change or they’re not prepared to change, so there’s really not much we can do with them.

HIA2

I’ve got one lady who swears she never eats that much, never eats anything unhealthy and she’s really
active, but she’s, like, 10 stone overweight, . . . it’s got to come from them.

HIA1

Goal-setting
The CVD risk intervention was set up to identify individual modifiable risk factors for each participant so
that HIAs could work with the participants to set goals to change relevant risk factors. Goals could be long
term, such as giving up smoking or losing 10 stone, or short term and small, such as going for a walk or
doing some gardening over the next few weeks. HIAs thought that these smaller goals were helpful and
motivating. These goals created a feedback loop because some participants liked to report their
achievements to the HIA since the previous call and took action to look good for these calls:

And then it just gives them something to work on and I make it clear to them all that they have to do
the hard work themselves if they want to reach their target. And eight times out of ten, next time I
speak to them they‘ve done it or the first thing they say to me is ‘well I’ve been eating off a smaller
plate’ and it’s really nice to hear that.

HIA2

But I’m going to be honest with you now, I tend to ease off for a few days after she’s rung . . .
and I’ve seen the wife, you know, she’s starved herself the day before [the HIA calls].

CVD risk 10

The HIAs described the need for flexibility in goal-setting, establishing goals that suited participants at times
that suited them rather than following the CVD risk script. In particular, the CVD risk intervention addressed
different risk factors each session so that the risk factor of most relevance to a participant might not be
discussed for a number of sessions. The HIAs described working at making the intervention fit participants’
needs by offering them advice relevant to their key risk factor at an early stage of the intervention.

Peer support
Peer support was not raised within the interviews as a major aspect of the intervention for either
condition. The BWW, an online community and forum for people with mental health issues including
depression, suited only some of the depression interviewees because others were wary of placing too
much information on social network sites, thought that they might receive abuse or found that it made
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them feel uncomfortable or that they were brought down by others’ negativity. It suited one depression
interviewee who felt cared for by the service; however, this was because of her relationship with the site
facilitators, rather than relationships with her peers.

Relationships with peers were described more as context rather than in relation to the intervention.
For depression interviewees, their family and friends could be a source of support for the depression as well
as a cause of it. An outcome of the depression intervention could be efforts to communicate with family and
friends more to bring more support into their lives. As mentioned earlier, family or friends could also support
weight loss by accompanying the participants in their exercise or with their dietary improvements.

The TElehealth in CHronic disease model: treatment optimisation
According to the TECH model, there were six elements of treatment optimisation (see Table 12, Treatment
optimisation): risk stratification, treatment intensification, evidence-based guidelines and protocols,
regular review, promote medication adherence and share recommendations with patients.

To what extent did treatment optimisation occur?
There was evidence of medication optimisation occurring. Some depression participants were on medication
such as antidepressants and sleeping pills and some CVD risk participants were on blood pressure medication
and statins. Interviewees reported that the intervention impacted on medication-taking through prompts
from the HIAs to participants to discuss medication with their GP or through letters sent directly to GPs
from HIAs. Some trial participant interviewees described being put on medication, having their medication
altered or stopping medication as a result of the intervention. HIAs felt that medication adherence could be
facilitated by explaining the role of any medicine in lay language, which helped participants to understand
the importance of taking a particular medication, and telephoning participants to remind them about
adherence:

I duly saw the GP and he started me off on ramipril [blood pressure medication] and we’ve been
gradually increasing and increasing until we got up to, what did we get up to? I don’t know, anyway,
all of a sudden we were getting nowhere so they doubled it, and that’s made a big difference.

CVD risk 8

I’ve had very positive comments from participants about good support, and these are my patients who
I happen to see, coming in to see me who’ve said ‘I’m stopping my tablets now because actually
I’ve improved on the, with doing Healthlines and I don’t feel I need them any more’.

GP 117

She always asks me, ‘do you ever forget to take your tablets?’
CVD risk 11

Medication was not always welcomed by service providers or patients. One HIA expressed concern about
the emphasis of the CVD risk intervention on promoting the use of medication when participants
themselves wished to avoid it. A couple of GPs and a participant questioned whether or not medication
was the best treatment for depression:

There was one point where the Healthlines advisor suggested that I increase the dose and I didn’t,
I was wary about it and then actually I’m kind of reluctant to increase the dose . . . because I just think
I just go up and down anyway, you know. . . . it just seems like there’s nothing else. I just feel like now
that the NHS doesn’t have anything else to offer.

DEP 5

Regular review helps general practitioners to monitor health
General practitioners found the information from the regular review letters sent from the Healthlines
Service useful as an early warning of problems or confirmation that a problem was under control:
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the information coming back has been very good as well, with the progress and the PHQ-9’s.
Obviously . . . the people running the service also informed us if patients’ mood had dipped as well,
get in touch, because often patients don’t tell us that, other than having a crisis, but actually we’ve
had some early warning about people who have become more unwell, so that has been good. And
from the hypertension side as well, we’ve been getting useful figures on their blood pressure and how
that’s been controlled, so we’ve found it really useful.

GP 117

However, these reviews and subsequent feedback to GPs were not always seen as useful or appropriate
if GPs disagreed with the information. For example, GPs might have different viewpoints from the
Healthlines Service about the definition of high blood pressure and might not wish to change a patient’s
medication. Similarly, the view of GPs about whether or not there was a real risk of suicide might differ
from suicidal risk identified by a screening tool in the study:

We would get this, a hotline e-mail saying because the PHQ-9 response, this patient has contemplated
suicidal tendencies, or suicidal thoughts, but, you know, rush round to see the GP. The GP invariably
would phone the patient, and the patient says no I’m fine, and, you know, and then, dare I say, some
of the GPs were a bit like, oh god here we go again, it’s the Healthlines people getting their knickers
in a twist.

PN 111

What is an optimal treatment?
Despite the intervention being based on best available evidence and guidance, interviewees questioned the
existence of an optimal treatment for depression. A GP described depression as ‘such a woolly area’
(GP 203), requiring different treatments depending on the individual, the cause of depression and how
well participants responded to treatment. Blood pressure for CVD risk was perceived by some GP
interviewees to be easier to optimise treatment for, because it was more visible and could be monitored
and adjusted accordingly.

The TElehealth in CHronic Disease model: co-ordination of care
The topic guide was not clear on the meaning of co-ordination of care and so the interviewer did not offer
the TECH model definition to interviewees. Therefore, interviewees addressed the issue of whether or
not the Healthlines Service facilitated co-ordination of the different sources of care received by participants.
However, the meaning of co-ordination of care in the TECH model was different, focusing on ensuring
co-ordination of care provided by the Healthlines Service with that provided by primary care (see Table 12,
Care co-ordination). When co-ordination of care was asked about during the interviews, participants were
usually confused about what this meant. As a result, some aspects of this component of the model were
not explored explicitly in the interviews.

To what extent did co-ordination of care occur?
Within the interviews, there was evidence of information sharing and understanding of the complementary
nature of the Healthlines Service to primary care. However, the NHS Direct interviewees did not mention
monitoring of the system performance. Participants and GPs saw co-ordination of their care as the
responsibility of GPs because chronic disease is complicated, relies on prescriptions and needs knowledge
of the whole patient and a relationship with him or her. They saw the Healthlines Service as a stand-alone
service, complementing primary care and other care, rather than co-ordinating it, as had been the
intention of the service:

It’s kind of, independent of what we’re doing in surgery to some extent. It runs alongside it, so,
although we might get things saying check this or check that . . .

GP 209
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During discussions about co-ordinating care, some primary care staff raised the potential of the
intervention to fragment care because it introduced another service to communicate with. This appeared
to be a hypothetical concern, rather than based on experience of using the Healthlines Service.

Sharing information
Given that GPs and participants felt that co-ordination of care was the domain of the GP, it was important
for GPs to receive information from the Healthlines Service to help them manage their patients’ conditions.
Two types of information were discussed by interviewees: information that went onto patient records,
which GPs did not need to deal with immediately but which gave them background information about
patients to refer to if an issue arose at a later date, and information about a change in circumstances that
needed attention. The HIAs commented that they contacted GPs more about CVD risk participants than
about depression participants. Practice staff valued the background information for CVD risk participants
because it prevented them calling in participants for further blood pressure checks. GPs appreciated the
feedback signalling a change in circumstances or requirement for escalation of treatment (see Regular
review helps general practitioners to monitor health), seeing it as a safety net. GPs preferred this approach
to monthly updates, because if no action was required it simply increased their workload to have to read
this information. This information sharing was visible to participants because HIAs talked to them about
the letters being sent to their GP and advised them to go and see their GP if necessary, as well as letters
being available to participants on the web portal. One depression participant described how she could see
copies of the letters under the ‘letters bit’ of the internet programme.

Interviewees described some problems with information sharing. One GP was unhappy about the extent to
which the information helped him to manage his patients. He saw the PHQ-9 as a research rather than a
management tool and also criticised the layout of the information sent to primary care, which made it
difficult to quickly see how to manage the patient:

They’re not, I don’t think they’re laid out particularly well. There’s lots of information on them,
so teasing out the sentences ‘so please bring them in and discuss their blood pressure treatment’
could be better, it can be better worded I think.

GP 109

The HIAs interviewed also thought that the letters produced by the system were repetitive and were
worried about telling GPs what to do. It was also the case that all of this information exchange occurred
between GPs and the Healthlines Service; practice nurses did not receive feedback and some of the nurses
who we interviewed wanted this.

A service complementary to primary care
The consensus among our interviewees was that the Healthlines Service was complementary to any other
service that the participants were using in primary care or the voluntary/private sector. Some depression
interviewees discussed how they still accessed their GP, practice nurse or a counsellor for help while also
using the Healthlines Service. Participants who had used, or were concurrently using, different services felt
that they acquired something different from each of these services:

This [the Healthlines Service] is like the left arm, the doctors is the right arm and this is the left arm.
That gives me that, something to lean on if you like, to prop, that’s how they help me. So it’s, it keeps
my conscience clear that I’m not clogging up his surgery, they are giving me information and advice,
plus, through them, again you don’t necessarily do the doctors, you can’t, you can’t go the doctors,
he’s not there for that.

CVD risk 6

Even if a participant was using a private weight loss service such as Slimming World, he or she described
how the Healthlines Service offered support to help him or her continue to engage with it. In fact, one GP
was pleased that someone else was looking after patients as well as general practice, to help pick up on
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those who were not being well managed. In contrast, there were some expressions of concern among
primary care staff who we interviewed that the Healthlines Service might be duplicating existing services.
This concern may have been heightened by the detachment of practice nurses from the intervention and
their role in collecting data for the trial using check-ups that were similar to those in the conventional
practice nurse workload.

The TElehealth in CHronic Disease model: partnership
As covered in the previous section, we saw that, for our interviewees, the information flow from the
Healthlines Service to GPs appeared to be occurring as planned. However, an element of the partnership
component of the TECH model was that GPs could contact the Healthlines Service to change their
patients’ blood pressure target, for example. However, there was no evidence in the interviews of
proactive use of the Healthlines Service by GPs (see Passive engagement from primary care).

The TElehealth in CHronic Disease model: context
There were three elements to the context component of the TECH model (see Table 12, Context): tailoring
the intensity of the intervention to the individual, inviting only individuals with health problems and being
aware of the fact that the requirement for having an internet connection for inclusion in the trial would
affect the representativeness of trial participants. Efforts made by HIAs to tailor the interventions have
already been described. There was some indication of participant problems with internet access. One
interviewee reported that they did not have internet access and several were using the CBT book rather
than the online programme. A NHS Direct manager drew attention to the popularity of the CBT book,
indicating the preference of some participants to avoid computers. A related issue was technical
competence, as identified earlier. HIAs noted how much time they spent helping people get set up on
their computers and dealing with computer issues. They felt that this function had not been allowed for
within the time allocated to offer the intervention. Some participants were technically competent because
they described how they monitored their health on the computer.

How implementation differed from planned
On the whole, it appeared from the interviews that the intervention was delivered as planned. However, a
key element of the TECH model – patient engagement – was not delivered as planned because continuity
of HIAs was not delivered consistently throughout the trial. This impacted detrimentally on patient
engagement with the intervention, an aspect that appeared to be an essential part of the intervention.
As we explain in the following sections, there was evidence that this affected both fidelity and dose of
the intervention.

Fidelity: continuity of health information advisors did not occur throughout the trial
An important aspect of the TECH intervention was offering continuity of HIAs to enhance patient
engagement. Continuity of HIAs occurred for large parts of the trial period (see Chapters 8 and 9) but was
disrupted by a change in the Healthlines Service staffing model over the course of the trial. NHS Direct
interviewees described how, at the start of the Healthlines Service, there were six HIAs working part-time.
These HIAs had to deal with a number of ‘teething problems’ with the intervention during the early part of
intervention delivery for the CVD risk trial. As the trial progressed, NHS Direct moved to a model whereby
some HIAs worked partly in NHS Direct and partly in the Healthlines Service. This model was introduced to
offer a more efficient and sustainable way of delivering the service. There were 12 HIAs working part-time,
with the six new HIAs working on the Healthlines Service for only a few hours a week. The NHS Direct
interviewees described the new HIAs as struggling to understand the intervention and keep up with the
number of changes that were being made to it over this time period. Participants who we interviewed who
described a protocolised approach to intervention delivery were likely to have experienced this staffing
model. During the trials, discussions between the research team and the Healthlines Service staff revealed
the difficulties of this staffing model and the detrimental effect on continuity of HIAs. Therefore, NHS
Direct created a dedicated team of three full-time HIAs and one part-time HIA to deliver the intervention.
The NHS Direct staff interviewed favoured this new model of a small dedicated team, which allowed HIAs
passionate about the intervention to offer continuity to participants and build up knowledge of how to
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tailor the intervention to individuals. This final staffing model, focused only on delivering the Healthlines
Service by a dedicated team, also meant that the service operated as a ‘stand-alone service from NHS
Direct’ (M2), offering autonomy to tailor the service.

Fidelity to cardiovascular disease risk intervention was not possible
The HIAs described problems with the CVD risk intervention patient management software that had to be
sorted out during, rather than before, the trial. The CVD risk intervention was described by NHS Direct
managers as imported from elsewhere and not ideal for the purposes of the Healthlines Service. HIAs
described the CVD risk software as cumbersome, not intuitive, not allowing them to document what they
needed to document, asking questions that were hard to understand and not encouraging them to set
goals for participants. They described having to get used to how to tailor the CVD risk intervention to
reduce the amount of potential repetition built into it. By the time we interviewed HIAs in July 2013,
they had been using the CVD risk intervention for around 6 months. They were happy with the CVD risk
software at that point in time, although they described having to work hard to make it useable in practice,
even with the improvements that had been made over time. HIAs felt that they did not follow the script
within the intervention, but created their own way of making it work.

Dose: challenges of workload management affected the dose offered
The HIAs were concerned about the amount of workload involved in delivering the intervention and how
this impacted on their ability to provide timely appointments. Appointments that should have taken place
every 2 weeks ended up taking place every 4–5 weeks in practice. This was related to perceptions that
there were not enough HIAs, the need to have annual leave and some aspects of delivery being more
time-consuming than originally envisaged. For example, HIAs described how offering participants technical
support and getting them logged on to the system at the beginning of the process took a lot of time,
how some participants needed a lot of chasing up when they missed appointments and how there was
administrative work, such as obtaining information requested during a call. Over time, HIAs had learnt
to manage this ‘admin work’ by understanding that some sessions took longer or were shorter than
the intervention stated and by squeezing administrative tasks in between telephone calls. Workload
management was reported as being exacerbated by spikes in recruitment to the trial, particularly for CVD
risk. It could be argued that these spikes in demand were specific to the trial context or that similar spikes
might occur for the intervention operating in the real world.

Mechanisms of action
In this section we consider which aspects of the intervention appeared to be key to obtaining outcomes.
The three mechanisms of telehealth for LTCs identified by our realist synthesis (see Chapter 2) were highly
relevant: relationship, fit and visibility.125

Engagement

Engagement with primary care
Engagement with GPs appeared to be essential because the Healthlines Service needed to feed back any
health problems identified to GPs so that they could take action, particularly around changes in medication.
The mechanism was ‘visibility’ in that the Healthlines Services helped to make patients’ health problems
visible to their GPs.

Engagement with patients
Engagement with patients was also essential and depended to some extent on the mechanism of the
‘relationship’ offered by the HIAs. Some participants wanted telephone contact with the same HIA over
the course of the intervention to build rapport and trust. Trust was important for some depression patients
who were dealing with past traumatic life events. This ‘relationship’ with the HIA facilitated ‘visibility’,
whereby some participants wanted to show their progress to their HIA during review telephone calls
(e.g. their weight loss). Participants described how encouraging it was to engage with someone who took
an interest in them and cared about them. This ‘relationship’ also facilitated ‘fit’ in that the HIAs could
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then more easily tailor the intervention to participants’ needs and help them to fit the intervention into the
complexity of their lives in terms of balancing the intervention with work and family commitments.

Disengagement occurred when participants described HIAs as failing to tailor the intervention to meet
their needs or as not interested in whether or not any CBT homework had been completed. Half of the
depression and half of the CVD risk interviewees described the intervention as protocolised, with a
detrimental effect on engagement. Indeed, three of the depression interviewees expressing concern about
this had withdrawn from the intervention and the other three had largely disengaged from it at the time
of the interview. Some participants called the intervention ‘repetitive’, ‘impersonal’, ‘a ‘script, ‘not a script,
but a list of topics that have to be covered’, ‘going through the motions’ and ‘a regular spiel’. Participants
found this frustrating and disengaged if they felt that the HIAs were just doing their job, were ticking
boxes, didn’t care whether or not CBT homework was completed, were ‘clock watching’ or were going
through the motions:

I could really I could see it in my head a checklist in front of them, we must get through this tick, tick,
tick, tick, tick.

DEP 1, who had withdrawn from the intervention

It’s just like a call centre, giving you the same information every month.
CVD risk 3

The HIAs who we interviewed were aware of the need to adapt the intervention to stop it feeling robotic.
They felt that the CVD risk patient management software, in particular, could be repetitive and did not set
goals early enough in the process, so that HIAs had to make it work by ‘going off script’:

Definitely, definitely, I think the participants need to know that they’ve been listened to, and that’s a
really big thing with CVD, that’s why we’ve managed to build rapport with them. If we hadn’t listened
to them and stuck with the scripts I probably say a lot more would have quit by now, easily, because
it’s not really a service that’s going to work for them if we’re not working with them. I think you have
to be quite, you have to meet their needs and make sure they know that you want to help them.
You’re not just delivering a generic service, and hoping they will take what they need from it, so you
have to put more effort into it with CVD.

HIA2

The HIAs felt that the Duke patient management system, on which the CVD risk intervention was based,
limited the extent to which the service could be tailored. The work that HIAs did by tailoring the
intervention to people’s needs and knowledge levels (fit) was appreciated by some participants – ‘it is a bit
more personal than a very set sort of script, if you like’ (CVD risk 11) – as was flexibility to make
appointments fit around people’s lives.

Continuity of HIAs (relationship) or tailoring of the intervention (fit) could not solve all problems with
engagement because some participants were looking for a different type of service from the one offered
by the Healthlines Service (fit), that is, some participants struggled to engage with the intervention
because it did not fit their expectations of the service or their perceived needs. Some participants who
we interviewed viewed the Healthlines Service as too simplistic for treating depression caused by major life
events, such as bereavement or abuse, and felt that they wanted a service based on counselling rather
than CBT or additional access to HIAs beyond the scope of the intervention. In other words, they were
looking for a talking therapy rather than self-management. For CVD risk participants who already had
knowledge of the importance of lifestyle for their health, the service did not offer them anything new (fit).
Indeed, one CVD risk participant felt that he knew everything he was being told: ‘I don’t think I’m thick’
(CVD risk 3). The fit could also be poor for participants who wanted help with another health problem that
they had or who wanted in-depth conversations with the HIAs or a personal approach:

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

241



There never felt enough space to go deep enough into things there, and definitely with the telephone
thing I don’t feel comfortable with that. When I can’t see somebody’s face, and feeling that they’re
just going through set questions anyway, I don’t feel any sense of being able to get into what’s really
going on.

DEP 5

Basically, the person who rings you up is a disembodied voice, so really doesn’t know you very well,
and the amount of time they have to, to actually get to know you is very limited, so you wouldn’t
expect much else with you really. I think in theory it’s a great idea, but I’m just wondering whether
you can be personal enough.

CVD risk 5

Engagement of health information advisors
Helping the intervention to ‘fit’ participants through tailoring was facilitated by the high level of
engagement of the HIAs with the Healthlines Service. The HIAs who we interviewed discussed how
passionate and enthusiastic they were about their work. They had volunteered for the Healthlines Service
because they believed in the work that it was doing. Their passion meant that they were committed to the
work and reflected on ways of delivering the service well. They also pointed out how much they liked
people and wanted to connect with them (relationship), which helped them to tailor the intervention (fit).
The HIAs were aware that some of their colleagues in NHS Direct who had delivered the intervention
during a period when the organisation had not offered a dedicated Healthlines Service team did not share
this passion or did not have the time to practise using the software. The HIAs, a GP and some participants
described the attributes of a good HIA, which supported the importance of engaged HIAs: listens, shows
interest, does not lecture but suggests, does not tell you what you already know and gets to know you to
address your concerns. The enthusiasm of the dedicated team of HIAs was likely to have encouraged them
to enhance any ‘fit’ and ‘visibility’ built into the technological aspects of the intervention. Therefore,
continuity of enthusiastic HIAs was very important for patient engagement.

Engagement of family and friends
‘Relationships’ outside the intervention were also important. Friends and family were mentioned by
interviewees as facilitating patient engagement in terms of supporting participants through the
intervention, encouraging increased activity such as indoor bowling, walking or swimming, altering their
diet to help participants or helping with technological problems. A couple of the HIAs also talked about
how, as wives often do the cooking among the older generation, their support was necessary for male
participants to engage:

I’ve had to persuade the wife as well . . . and she, she keeps her system, her weights coming down as
well, you know, now we’ve started, you know, sort of liaising with one another.

CVD risk 10

I do find that with the older generation, it’s normally the wives that do the cooking, so I have had a
few people that have said, ooh yeah, will you tell this to my wife because I don’t do the cooking.

HIA 4

Raising awareness and education about health and health care
Depression and CVD risk interviewees discussed how the intervention helped them to become aware of
their health problems and educated them about both strategies for dealing with those problems and how
those strategies worked (e.g. education about medications), that is, it increased the ‘visibility’ of both their
problems and potential solutions. The CBT and BWW technologies offered solutions for depression
participants. The HIAs created a ‘fit’ between a participant’s world and the medical world by using simple
language during communications. However, ‘fit’ could be a problem if HIAs followed CVD risk intervention
modules as prescribed when some participants felt that they were already aware and educated or had no
interest in the content of a module. For example, the HIAs believed that the CVD risk modules focused
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overly on medication when some participants had made it clear that they were not interested in taking
medication. ‘Fit’ was also a problem when participants with experience of depression felt that they had
used CBT before and they were looking for a more personal and in-depth approach.

Awareness and education were relevant throughout the intervention but were very important at the start.
The transtheoretical stages of change model proposes six stages of change that a person must go through
to change their behaviour: pre-contemplation (no intention to take action over the next 6 months),
contemplation (intends to take action within the next 6 months), preparation (intends to take action within
the next 30 days and has taken some behavioural steps), action (has changed behaviour for < 6 months),
maintenance (has changed behaviour for > 6 months) and termination (no prospect of relapse and no
need for intervention to continue).394 The HIAs felt that raising awareness and education had brought
about change only at the pre-contemplation, contemplation and preparation stages for some participants:

I think the most difficult bit is to get them to stop smoking, I find because, not stop but to say you are
a smoker, this is a risk factor. Quite often you can only get them to prepare maybe, get it set in their
mind to stop, because ultimately it’s up to them whether they’re going to.

HIA 3

We had a lot of participants who initially just didn’t want to, hadn’t really got the motivation
to do that, to go through all that process, so it took a long time to start, to get the initial
engagement going.

HIA 4

Feedback and review
Participants could monitor their weight or blood pressure and this increased the ‘visibility’ of both their
health problems and the progress they were making. Feedback and review also helped with patient
engagement (see The TElehealth in CHronic Disease model: self-management). Monthly telephone calls
from the HIA could prompt participants to take action:

It brings it to the forefront, you know, specially every, when they’re phoning you up every month and
what [laughter], they keep jabbing you like, but it’s good, it’s good, you know what I mean, it is good.

CVD risk 2

Self-efficacy
The intervention needed to help people to believe that they could manage their condition or make lifestyle
changes. Some participants discussed how the intervention helped them to seek treatment from elsewhere,
empowered them to return to their GP about a health problem (not necessarily the health problem they
were participating in the Healthlines Service for) or changed their perspective on their control of their lives:

At the end of the day, nobody can make the changes for you, you’ve got to do it yourself, but having
somebody to point you in the right direction is what you need.

DEP 7

However, there was also a sense that some participants relied on the intervention in terms of needing to
be ‘visible’ to the HIA to encourage them to take action:

The fact that I know that I’m going to get a phone call [laughter] in a month, and she’s going to ask
me how much I weigh, that does focus your mind.

CVD risk 11

The implication of this extrinsic motivation offered by the Healthlines Service was that progress would end
once the HIA stopped telephoning. However, we did not interview any participants who had completed
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the intervention and the focus on self-efficacy within the intervention may have increased towards the end
of intervention delivery.

Context
Four contexts emerged that were important for the intervention and outcomes achieved: the lives of
individual participants, the landscape of care available to participants, NHS Direct as the intervention
deliverer and delivery of the intervention within a RCT rather than the real world.

The lives of individual participants

Complexity of people’s lives
Some people declined to participate in the trial because they felt too busy or too ill.395 The complexity of
people’s lives could also be a major barrier to engaging with the intervention once they had agreed to
participate. Younger women with depression were highlighted by the NHS Direct staff as having so much
going on in terms of looking after children or working that they could not find the time to participate fully
in the intervention. In particular, they could not find time to complete the sessions and CBT homework
and often missed telephone appointments. The HIAs wondered whether or not some of this was the result
of their depression as much as their busy lives:

The depression ones, a large, it seems to be a lot, to me, younger people, a lot more women, not all
but they‘re rushing around, they don’t have time, they forget they’ve got appointments, and whether
it’s part of depression or not I don’t know, but they don’t often, they don’t answer the phone.

HIA 1

Some depression interviewees described serious ongoing life events, such as threat of loss of disability and
unemployment benefits, physical illnesses or family members and friends who were very ill or depressed.
These issues caused stress on top of the depression, making engagement with the intervention difficult.
Life events getting in the way of engaging with the intervention appeared to be less of an issue for CVD risk
interviewees. This may have been because we did not interview people who had withdrawn from using the
CVD risk intervention, but it was also the case that the HIAs who we interviewed saw this as less of an issue
for CVD risk participants. The lack of complexity of people’s lives may have been related to age because the
CVD risk participants were older and many were retired. Only one of our CVD risk interviewees was still in
full-time paid employment and this interviewee did report finding it difficult to fit the intervention into
his life.

Finally, our CVD risk interviewees tended to have a number of comorbidities, which occasionally could act
as barriers to making lifestyle changes. For example, a CVD risk interviewee with severe arthritis found it
difficult to exercise.

Complexity and longevity of depression
Even though we selected participants for interview with a range of depression scores, most of the
depression interviewees described serious causes of their depression, some of which had affected them for
decades or since childhood. Some depression interviewees had multiple issues that had accumulated over
their lifetime or which were occurring simultaneously at the time of the interview. Examples included
domestic violence, death of a close relative, a serious illness, job loss, children with severe health problems
and a family break-up. Some had already tried CBT and counselling and were looking for something to
help them understand their feelings rather than ‘be processed like McDonald’s’ (DEP 9). The HIAs
understood this and sometimes found themselves in the role of counsellor because people had such
difficult circumstances to deal with.

Depression could vary considerably by participant and over time. Our GP interviewees were aware that
depression had a variety of causes and that therefore a variety of solutions was needed. Participants and
HIAs were also aware that depression varied over time. This had implications for the intervention in that
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there was a need for it to adapt to this variation and implications for the trial in terms of when measures
were taken in this variable cycle of depression.

Motivation and ability
An individual’s motivation to join the study appeared to be a key contextual issue. Of the 11 CVD risk and
nine depression patients who we asked directly, three CVD risk participants and four depression patients
had joined the trial solely because they were motivated to improve their health: ‘this is [a] chance now to
make some sort of determined effort’ (CVD risk 11); two from each condition had both personal and
altruistic motives; and six of the CVD risk interviewees and three depression interviewees had been
recruited to the trial from research practices and took part in the research to be helpful or because their
GP wanted them to participate:

Well I don’t know, I just, I just got asked and I thought well, I don’t have much trouble and I’m usually
all right with everything, but, I suppose they’ve got to get things from different people who, people
who are ill and people who are not really, so I just thought well, I hadn’t a lot on so may as well do it.

CVD risk 9

It was from an altruistic point of view rather than, I, I didn’t really know what it would entail for me.
CVD risk 11

There was the belief among all groups of interviewees that, if intrinsic motivation was absent, then
participants, particularly those in the CVD risk trial, would find it difficult or be unable to make lifestyle
changes. Depression participants may have lacked intrinsic motivation because of their condition. CVD risk
participants may have lacked motivation to improve health because of the invisibility of high blood
pressure, the lack of symptoms, the perception that they were managing their health problem already with
medication or they were happy with their lifestyle.

Primary care interviewees described affluent populations as more willing and able to engage with the
intervention. They were described as motivated to change as well as being technically competent and
therefore more able to engage easily with the intervention:

So, from the technological point of view, they’re very good. And I think they probably would use
something like Healthlines in that way because they would take advantage of it. They will often take
advantage of stuff, of input, and they will understand. They usually are well educated and will
understand advice that’s given them. So I think it would be, it is useful for them; they would find
it helpful.

GP 203

The landscape of care available

The Healthlines Service: one of many services available . . .
The Healthlines Service did not offer an intervention in the context of a desert of care. Primary care
interviewees described how services were already available for both people with depression and people
with CVD risk factors. For depression patients, primary care staff described that they were not offered
psychiatric services, which were reserved for more serious mental health problems, but did use their GP,
Improving Access to Psychological Therapies (IAPT) and counselling from a range of sources, such as
CRUSE, occupational health, private care and the NHS. Some participants themselves described past and
current use of these services over the lifetime of their long-term or periodic depression. Indeed, one HIA
saw it as her role to ensure that services in contemporaneous use for depression did not cause conflict
for participants in the Healthlines Service. For CVD risk factors, practice nurses, in particular, pointed
out how a number of checks and reviews were undertaken on this group, including NHS Health Checks,
measurements for the QOF and medication reviews with the GP. Some practice nurses also described how
they guided patients to other services, such as smoking cessation, health trainers and weight loss groups,
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as well as offering lifestyle advice themselves. In other words, they described their role in much the same
way as HIAs described their role. Self-management was also described by participants and primary care
staff as available through use of blood pressure monitors on loan from the practice or bought by patients:

I would normally, if I saw somebody for a general lifestyle advice, so weight management something
like that, I would always check their blood pressure anyway. And if their blood pressure was high,
then, yes, it would be part of their tailored programme, that they look to increase their activity, to
monitor their blood pressure. Usually when they come back to see me for a weigh in I would take
their blood pressure again at that stage.

PN 113

. . . but more needed
Having pointed out the availability of a range of services for the two exemplar conditions, primary care
interviewees nonetheless saw that the Healthlines Service could address a need for help with low-level
depression and lifestyle advice for CVD risk patients. They also pointed out that accessibility of care for
depression could be an issue, with waiting times of 4–6 weeks for IAPT and 12 months for counselling for
some general practices. Depression interviewees concurred with this sense of a lack of accessibility of
appropriate services, identifying that waiting times were long for NHS services and the numbers of sessions
limited and that they could not necessarily afford to fund counselling themselves. There was also some
indication that accessibility of services could differ by general practice:

It does seem to be an area that is lacking in services. I know when I’ve spoken to people they’ve said
even if there are things available it’s such a long waiting list.

DEP 5

Similarly, some CVD risk interviewees highlighted the need for the Healthlines Service, pointing out their
lack of awareness about the availability of some services, that they had been offered advice but not known
how to act on it and that they had been offered access to a service but it had not materialised. Some
primary care interviewees identified that the Healthlines Service could make access to health checks more
systematic and facilitate patient actions. Therefore, there was a perceived need for the intervention on
offer by the Healthlines Service, supporting the findings of our earlier survey of interest in telehealth.185

However, primary care interviewees’ views of the need for the Healthlines Service could be described as
‘mildly positive’, rather than ‘actively seeking’. A GP said they would want to know about cost-effectiveness
and the ability of the intervention to save GP workload if they had to pay for it. This contrasted with
participants’ views, with some interviewees with CVD risk factors and particularly those with depression
actively wanting more services. In fact, one depression interviewee was delighted to have the intervention
even though they were currently attending counselling, showing that there could be an expressed need for
the intervention when access to services was good.

A threat to primary care?
Earlier qualitative research in our programme (see Chapter 4) identified that practice nurses may consider
the management of LTCs as their domain, causing some scepticism in primary care about what telehealth
could really offer.220 However, there was little sign that GPs or practice nurses in this qualitative sample,
who had experienced the intervention, held any scepticism about the Healthlines Service or sensed any
threat. As detailed earlier, they seemed happy to see it in operation alongside the other services available.
Only one practice nurse expressed a sense of threat and this was voiced as a joke, with the perceived
threat to GPs rather than to practice nurses.

A surprising gap in our data was that interviewees had little or nothing to say about the context of primary
care in which the trial was occurring. This may have been related to the separateness of the Healthlines
Service from primary care in practice, in that GPs reacted to prompts from the Healthlines Service but did
not take an interest in patients’ experiences of it.
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NHS Direct for intervention delivery

Wider political changes to NHS Direct
Before the start of the trial, NHS Direct was an established national service offering health information and
advice to the general public and triage for GP out-of-hours services. In 2010, a new national service –

NHS 111 – was introduced to offer access to urgent care for the general public and NHS Direct delivered a
number of these contracts around England as the service was rolled out. During the trial, a national
announcement was made that NHS 111 would replace NHS Direct and, indeed, NHS Direct ceased to
operate in March 2014, towards the end of the trial (see Chapter 6, Closure of NHS Direct and transfer of
the Healthlines Service to Solent NHS Trust). This national change was not raised very much by our
interviewees, even NHS Direct staff. Our interviews with NHS Direct staff mainly occurred after NHS 111
had been operating for a while and prior to the announcement of the closure of NHS Direct. It was also
the case that the HIAs came from the information provision section of NHS Direct, rather than the urgent
telephone line provision section, and so would not have been immediately affected by the introduction of
NHS 111:

Not impacted on it at all, because it is, even though they are NHS Direct staff, actually man it that
they’re health information advisors that actually run it, they have been working solely on it now for
the last few months, it’s not changed it’s, it’s a service we deliver regardless of any organisation
changes.

M2

This might explain why our NHS Direct interviewees, apart from those from senior management, had
little to say about these contextual changes. Comments about the closure of NHS Direct came from
managers in the organisation who were making efforts to ensure that another organisation took over
the intervention and the research and allowed the trial to complete, with continuity of the quality of
the intervention.

External views of NHS Direct
Two participants described how they had previously experienced NHS Direct as a telephone helpline in
ways that had coloured their views of the service. For example, one participant had waited a long time for
a nurse to call back, so when the HIA recommended calling NHS Direct if there were any problems the
participant decided not to because they expected a long wait. However, this was not a common issue
among our interviewees. According to one HIA, some participants did not know about NHS Direct and so
had not formed an opinion about it.

The added value of NHS Direct for intervention delivery
NHS Direct may have delivered the intervention in ways that another service provider would not have.
The HIAs felt that, although the work that they did in the Healthlines Service was different from their NHS
Direct work because they were able to spend time building up a relationship with people in the intervention
and worked more autonomously, embedding the service in NHS Direct had brought added value to the
service. HIAs felt that they could draw on wider resources within NHS Direct to help participants, such as
advice from clinical staff and information on medications. They also found it easier to fulfil the part of the
intervention that required them to signpost participants to a range of information and voluntary services
because of their experience of doing this within NHS Direct. Finally, they felt that NHS Direct had trained
them to attend to clinical safety, handle difficult situations such as participants being upset because of their
depression and communicate with people over the telephone.

A potential downside of being situated in NHS Direct was that participants sometimes assumed that the
HIAs were clinically trained and would ask about their wider health problems. The HIAs reported dealing
with this by being clear about their background and, if necessary, redirecting participants to clinicians
within NHS Direct, their GP or other services. The added value of NHS Direct in delivering the intervention
was also noted for intervention development. The NHS Direct interviewees felt that their organisation had
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developed other telehealth services for LTCs and built on this expertise to develop the technological
platform for the Healthlines Service. This raises the issue of whether or not organisations other than NHS
Direct could deliver the Healthlines Service. When NHS Direct managers discussed the search for an
alternative NHS trust to deliver the intervention, the search was wide, encompassing different types of
trusts with experience of delivering telephone-based care, indicating the availability of alternative options.

The trials
The intervention was delivered in the context of a trial and it is important to consider the extent to which
the trial affected the implementation of the intervention and the outcomes achieved.

Inappropriate inclusion criteria?
The HIAs and NHS Direct managers expressed frustration at the perceived inappropriateness of some of
the people recruited to the CVD risk trial. They felt that some people should not have been offered the
intervention because they had relatively low levels of certain modifiable risk factors that they were willing
to change but were unwilling to make lifestyle changes for other risk factors such as smoking. The HIAs
also described some participants as wondering why they were being offered such an intervention. Indeed,
our CVD risk interviewees expressed mixed motivations for joining the trial (see Motivation and ability),
with some reporting altruistic reasons and others wanting to gain help with their health problems.
Altruistic reasons included the common good, to help with research, to give back to the NHS or because
they thought it sounded interesting:

People who want to feel that they are helping the research in some way . . . I’ve got some that are
perfect weight, don’t smoke, don’t drink, exercise a lot, they’re fitter than I am some of them, and you
think, gosh, I don’t understand why they’re in this service.

HIA 1

One HIA was not concerned about the inclusion of people who did not want to change because she
recognised that convincing people of the need to change their lifestyle was important, although she
acknowledged that this was a long-term endeavour.

The HIAs had less concerns about the inclusion criteria for the depression trial. They noted that some
people with depression had busy lives so did not complete the intervention or had undertaken CBT
previously and did not want to do so again. They felt that those who did complete the course got a lot of
benefit from it and so wanted the inclusion criteria to focus on those who were really committed to the
intervention. Again, participants reported a mix of altruism and expressed need as reasons for joining the
depression trial. There was little evidence of low need in this participant group, with only one interviewee
stopping using the depression intervention at an early stage because he no longer felt depressed.

The HIAs also expressed more general concerns about inclusion criteria for both trials related to people
who were unable to participate because of a physical disability or a lack of computer competence.
Some informal screening may have occurred in that a GP described having screened out people he felt
could not benefit or who would be rude to those delivering the intervention.

Driven by research needs or real-world needs?
NHS Direct managers expressed concerns that, even though they had developed the intervention jointly
with researchers, the researchers placed more emphasis on theory and research evidence than operating
the intervention in the real world. They felt that there was a lack of research evidence available about
important issues, such as how best to implement telehealth. There was a fear that, if the interventions
were not shown to be effective, then the interpretation in the wider world would be that interventions
delivered by NHS Direct were not effective, rather than that these specific interventions were not effective.
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Another concern of NHS Direct managers was that there had been too much emphasis on the numbers
recruited rather than on who was recruited. They felt that, if GPs had to select participants to receive an
intervention in the real world, they would select people who had a need and motivation to change.

What is the research and what is the intervention?
The HIAs felt that some participants did not distinguish between the researchers and the staff delivering
the intervention. Indeed, during our interviews, participants sometimes described the intervention as
delivered by researchers. This has potential implications for the qualitative research and perhaps the
completion of subjective measures in the trials in that participant views may have been tempered in order
to offer a polite view of the service, such as ‘it was good, it helped’, when people did not necessarily mean
this. Having said this, some participants appeared to have no difficulty pointing out problems with the
intervention from their perspective during our interviews.

Some aspects of the trials and qualitative research may have acted as interventions. Health checks were
undertaken on CVD risk participants at baseline and at follow-up points in the trial to measure blood
pressure among other things. This was part of the trial measurement, rather than the intervention.
Some CVD risk participants identified this check as the best thing about the intervention, even though it
was not part of the intervention. A GP liked it too because it helped to identify people who needed better
management. A practice nurse described this measurement session as giving them longer than usual with
patients, which was beneficial for the relationship between patient and health professional. These checks
occurred for the usual care group, too, so did not impact on the experimental design. However, they may
have impacted on outcomes for both the intervention and the usual care arms, potentially causing
improvement in both arms.

A similar issue may have occurred with the qualitative research. In a couple of participant interviews,
participants who described themselves as having drifted away from the intervention said that they would
get back in touch with the Healthlines Service. This is unlikely to have had any impact on trial outcomes
because the numbers of interviews that we undertook were small compared with the numbers
participating in the trials and these participants may have been being polite while having no intention of
renewing contact with the intervention.

Finally, the HIAs had worked closely with the research team during the early implementation of the
intervention and really enjoyed ironing out ‘teething problems’ during weekly meetings with the
researchers. They were unhappy when the researchers withdrew from this process to leave NHS Direct to
implement the service, although this was the most sensible thing to do from the perspective of the research.

Internal pilot
There had been an internal pilot for the trials and therefore some of the development work on the
intervention was undertaken during the early months of the trials, particularly for the CVD risk trial.
The possible implications of this are that participants in the early stage of the trials may have received an
underdeveloped intervention, with those recruited later receiving the more definitive intervention.

Research as benefit or burden
Many of our interviewees wanted to know the results of the trials, including participants, primary care
staff and NHS Direct staff. This highlighted the level of interest in the research and the importance of
the research team feeding back results to all stakeholders. Participating in the research could also be
burdensome: GPs found their research task of screening participants for the trials time-consuming and
NHS Direct managers noted that it was costly to host the intervention.

Reach: who is not in the trials?
We interviewed participants receiving the interventions and therefore reflections on those who were not in
the trials came from comments made by primary care and NHS Direct interviewees and our views of who
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we were not seeing in our interviews. We selected people from practices with a range of deprivation
scores and went to visit council estates for our interviews. However, we were aware that participant
interviewees were receiving welfare benefits for health rather than for social reasons and we did not feel
that we had interviewed people in very socially deprived circumstances. There were few people from
minority ethnic groups in our interviews. This was also the case for the trials, which has implications for the
transferability of the trial results in that they may not be transferable to very deprived communities or
ethnic minority communities.

Testing hypotheses generated by the embedded qualitative study
In our draft report of the qualitative study to the team in September 2014 we generated the following
hypotheses, which were tested either as part of the original statistical analysis plan or because of the qualitative
study reported here. These are described below, followed by a summary of the results of each analysis.

1. Some patients with depression had severe life situations and a long history of depression and had used
many interventions to deal with their depression. There is an issue about whether or not CBT delivered by
computer or book could impact on such difficult circumstances and that severity of baseline depression or
length of history of depression might be useful to compare with size of effect. The hypothesis would be
that those with a shorter history and less severity would be more likely to show improvement.
A prespecified subgroup analysis for the depression trial was carried out on baseline severity of
depression. There was no evidence of any difference in effect for mild, moderate or severe depression
(see Table 22).

2. Because some risk factors for CVD required behaviour change and others medication, with the former
much harder to affect than the latter, in a subgroup analysis we expected people with high blood
pressure to have better outcomes (i.e. 12-month QRISK2 treatment response) than those with weight
issues and especially those who smoke.
This hypothesis was not supported as there was no evidence of a difference in treatment response
between those who had high and those who had low systolic blood pressure at baseline nor between
those who had a high BMI and those who had a low BMI or between those who were smokers and
those who were non-smokers at baseline (see Tables 70 and 71).

3. As it might be expected that those who had more severe readings of their baseline CVD risk factors
would improve these readings to a greater degree, another subgroup analysis compared those with
high baseline blood pressure with those with low baseline blood pressure in terms of their improvement
in blood pressure at 12 months. Likewise, we also compared those with high and those with low BMI
and those who smoked and those who did not smoke at baseline in terms of 12-month BMI and
12-month smoking status respectively.
This hypothesis was also prespecified in our statistical analysis plan and was largely supported by the
results. In particular, the secondary outcomes analyses did show that the intervention group was more
likely to show improvements in blood pressure and BMI than those in the usual care group at 12 months,
whereas there was no evidence of a difference between the trial arms in terms of 12-month smoking
status (see Table 51).

4. Given concerns about whether or not the inclusion criteria should have been different, because some
people had a low need or no desire to modify risk factors, undertake a subgroup analysis on the level
of internal and external motivation for joining the study. Those who were highly motivated to join the
study because they personally wanted to make changes in their life (i.e. internal motivation) would
be expected to improve their cardiovascular risk more than those with low internal motivation.
There was no indication of any difference in effect between those with low and those with high
baseline internal motivation in either of the trials nor any difference in effect for those with different
levels of external motivation in the CVD risk trial (see Tables 43 and 72). However, there was some
evidence of a subgroup effect for external motivation in the depression trial. In this case, the
intervention appeared to be more effective among participants who had low external motivation at
baseline, that is, who were less likely to have reported that they joined the study because of external
pressures, such as from their doctor.
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Summary of findings
There was evidence to support the contribution of all components of the TECH model to the effectiveness of
the intervention to some extent. The Healthlines Service was largely delivered as planned with the exception of
two elements: continuity of the HIAs for individual participants and tailoring of the intervention to participants’
needs. These were compromised in the early months of implementation until a small dedicated team of
enthusiastic HIAs delivered the intervention in later months. This detrimentally affected patient engagement
with the intervention, which appeared to be key to the effectiveness of the intervention. The context of the
lives of individual participants may also have affected participant engagement with the intervention: some
depression trial interviewees who had or who were experiencing severe depression felt that the intervention
was too simplistic for their needs and some CVD risk trial interviewees who were not motivated to change
their behaviour at the point of joining the trial may have struggled to engage with the intervention. There was
also a suggestion that the context of delivering the intervention in a trial setting contributed to improvements
in blood pressure control in the usual care group; this was supported by the trial data because there were
reductions in blood pressure in both the intervention and the usual care groups.

Before the trial results were available, we reported the findings from this qualitative study to the wider
team, suggesting that the intervention would be effective but that the size of effect would be small to
moderate given some of the issues about implementation and context. We generated hypotheses that
the intervention might be more effective for some subgroups, but there was little or no evidence to
support these. In the following sections the findings are explored in more detail and in the context of
related research.

Did the qualitative interview study indicate that the intervention would work?
Process evaluations are undertaken to help explain the results of trials. Oakley et al.357 recommend that
analysis is undertaken prior to the trial results being known in order not to bias the interpretation of the
process evaluation. Based on interviewees’ perceptions of outcomes, the process evaluation team
communicated in writing to the wider research team in September 2014 (the trial results were available in
December 2014) that:

There is evidence of actions on the causal pathways, evidence of people improving greatly and
associating this with the intervention, and evidence of people who have not needed the intervention
or engaged with it. Our prediction is a small to moderate effect size, with wide variation in the
amount of change seen in individuals. Indeed the spread of change in intervention individuals
compared with controls would be useful to view. We would predict large change in a small group
[of] participants.

Internal research team report

The process evaluators felt that it was unlikely that no improvements would be seen, as trial participants in
our sample described improvements that they associated with the intervention. Usual care participants,
who might also have described improvements in their depression and CVD risk factors, had not been
interviewed but intervention participants directly related changes to the intervention and this gave us
confidence that the intervention had had an effect for some participants. The process evaluation team felt
that it was also unlikely that large improvements would be seen because the intervention had not always
been successful at engaging patients and the trials had included participants who were unlikely to change
their behaviour in the time period of the trials. Specifically, the process evaluators predicted that people
with severe depression would be less likely to benefit and that some CVD risk factors would be affected
more than others, namely, that smoking would not be affected because participants did not want to give
up smoking and that blood pressure would be affected because the medication and lifestyle aspects of the
CVD risk intervention appeared to work for some interviewees. This prediction was correct in terms of a
small to moderate effect in both trials, affecting blood pressure rather than smoking, but not in terms of
the prediction about which types of people would benefit. In the following sections we discuss how
modest effects might have been gained and why they were smaller than the minimum clinically significant
changes used in the sample size calculation.
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Was the TElehealth in CHronic disease model a good basis for an intervention?
The TECH model was based on evidence about what works in telehealth for LTCs (see Chapter 5). In particular,
it attended to ‘relationship’, ‘fit’ and ‘visibility’, which were identified as key mechanisms of change in
telehealth for LTCs.125 The process evaluation identified that the TECH model, in practice, appeared to
have a number of active ingredients: HIAs facilitated patient engagement with the intervention by offering
continuity and tailoring the intervention to patient needs (the mechanisms of ‘relationship’ and ‘fit’); the
focus on medication optimisation in conjunction with communication with GPs facilitated reductions in
blood pressure; HIAs helped patients to become aware of their problems and understand them (‘visibility’),
as well as educated them about solutions; regular reviews through self-monitoring and telephone calls
from HIAs encouraged patients to make changes (‘visibility’); and there was a focus on self-efficacy, which
has been identified by others as key to successful digital interventions.396 The intervention appeared to be
person centred, as well as theory and evidence based, which has been identified as crucial for successful
telehealth interventions.396

Was the intervention implemented as planned?
The intervention was largely delivered as planned. At the beginning, however, there were problems with the
CVD risk intervention and HIAs had to learn how to manage the patient management system and make up
for its perceived problems. This was likely to have affected patient engagement as some participants viewed
the intervention as protocolised rather than tailored to them. A more problematic issue was that the
continuity of HIAs, a planned element of the patient engagement component of the TECH model, did not
occur consistently throughout the trials, that is, there was a lack of fidelity to the intervention when it
started. This lack of continuity of HIAs in the early months of the trial most likely contributed to withdrawals
from the intervention and a lack of engagement with it in terms of doing CBT homework and making
behaviour changes. There may also have been lower than planned doses of intervention received because of
workload management issues in the early phases of the trials and because of disruption as a result of the
closure of NHS Direct in the later phases of the trials.

The importance of continuity of advisor was included as a component of the intervention because it was
identified as potentially important in our earlier evidence synthesis (see Chapter 2) and qualitative research
(see Chapter 4).125,220 The importance of this element of telehealth interventions has been emphasised by
other researchers:

Tele-carers need to be flexible and recognise that participants vary in their knowledge, skills and
psychological adaption to diabetes. Continuity of care and consistent contact is pivotal to participants
being able to move through the various phases of their illness trajectory and make the transition
towards improved self-care management.

Gambling and Long (p. 219)397

However, providing continuity of care from a particular advisor is not usually a feature of telehealth
interventions based on a ‘call centre’ model. Engagement has been identified as problematic in a
systematic review of computerised CBT, with only a median of 56% of participants completing a full
course of it.81 The personal circumstances of those using the intervention have been cited as a cause for
withdrawal from the intervention, which supports our findings that the complexity of people’s lives in our
depression trial was problematic. It is also interesting that significant staff time for supporting clients was
highlighted in this review, supporting our study findings that dedicated HIAs were necessary.81

The intervention was intended to promote self-efficacy, which has been considered essential for digital
interventions to achieve longer-term effects.396 Although some of the process evaluation interviewees
described feeling empowered by the intervention, others appeared to rely on their relationship with the
HIAs to stay engaged with the intervention and make progress with health improvements. This was
highlighted in earlier qualitative research used to develop the intervention (see Chapter 4).220 We did not
interview participants who had completed the intervention and therefore cannot comment fully on the
extent to which the intervention encouraged self-efficacy.
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Was the intervention aimed at the right people?

A light intervention for severe depression?
Depression trial participants largely joined the trial to obtain treatment because they viewed access to
services as limited. Some of our depression interviewees had tried a number of treatments over the life of
their long-term depression, including CBT. They did not view CBT or the BWW as sufficient for their
problems because they were looking for a more therapist-based approach to help them identify the causes
of their condition or address deep trauma. However, the subgroup analysis of the trial data did not
support the hypothesis that effectiveness would be related to severity of depression.

When participants were on their ‘stages of change’ journey
Some CVD risk trial participants were not motivated to change their behaviour when entering the trial.
They had consented to participate in the trial for altruistic reasons or to gain health benefits without
necessarily understanding that they would have to make an effort themselves to do so. HIAs had to focus
on getting some participants ‘ready for change’. Although motivational interviewing was part of HIA
training, the TECH model may have assumed that participants would be able to move to the action ‘stage
of change’ relatively quickly and that, by the end of the intervention, they would have reached the
maintenance or termination stages. The CVD risk trial was designed to measure clinical effectiveness,
defined by change at the end of the stages of change journey, so success at shifting people along the
early stages of change may not have been measured by the trial primary outcome.

Behaviour change was a large focus of the CVD risk intervention. The COM-B model combines a number
of psychological behaviour change theories,258 proposing that capability, opportunity and motivation are
required to affect behaviour change. Some of the CVD risk trial participants lacked motivation to change
when they entered the trial and the HIAs dealt with this by trying to change awareness of risks and
encourage motivation to change. They were equipped to do this because they had received training in
motivational interviewing to deliver the intervention. However, the HIAs struggled to deal with this lack of
motivation at first. One option for a future intervention might be to exclude people not ready to change or
to ensure that tailoring the intervention to the right motivation level is built into the intervention.

The issue of participants lacking motivation to change was identified by the HIAs at an early stage in the
internal pilot and the research team discussed the option of including only participants who expressed
motivation to change. However, we decided that this would reduce generalisability, as referral from
general practice to other services does not usually include an explicit assessment of motivation to change.
Instead, we ensured that potential participants were fully informed about the purpose of the Healthlines
Service, what sort of health issues and behaviours it addressed and what types of interventions it offered
and then left them to decide if they wished to receive this intervention. This was felt to be more
representative of how the Healthlines Service would function in normal operation.

Technological competence
Some people did not participate in the trial because they did not have the technology or technological
competence to do so.395 The WSD trial also identified a lack of technical competency as a reason for not
joining the trial.398 Even though technological support was built into the Healthlines intervention, and our
interviewees described help from family and friends with technological issues, the extent of support
needed possibly affected the dose of the intervention and the content delivered, in that a substantial
minority of depression participants chose to use the CBT book rather than computerised CBT. A study of
telehealth for LTCs found that technical problems can lead patients to question the benefits of telehealth
and may lead patients to stop using it,399 concluding that good technical support is important so that any
problems can be quickly resolved.

Did the intervention relate to primary care appropriately?
The TECH model paid attention to offering a complementary service to primary care. This was important
because telehealth for LTCs can be seen as a threat to primary care.220 In practice, both the GPs and
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practice nurses who we interviewed for the process evaluation were happy for the Healthlines Service
to operate and they saw it as complementary rather than threatening. The intervention emphasised
engagement with primary care. In practice, the relationship between the Healthlines Service and primary
care was one-way, with GPs reacting to requests rather than being proactive in their contacts with the
service. It is possible that the intervention could have been more effective if a proactive GP element was
built into the TECH model, but it is probable that attempts to encourage proactive engagement might fail
because of time pressures on GPs in the UK currently. The intervention could be improved from a primary
care perspective by offering information about individual patients in a simpler format, stating what the
Healthlines Service wanted GPs to do and why.

Did the research affect effectiveness?
As part of the research-related risk assessments in the CVD risk trial, practice nurses/HCAs measured the
blood pressure of all participants at baseline. This is likely to have raised awareness of high blood pressure
for both the health professional and the patient in both the intervention and the usual care groups.
Health professionals may have taken action on this by referring participants in both groups to their GP,
that is, the research process may have delivered the part of the Healthlines intervention that raised
awareness of health problems by making them visible. This may explain why blood pressure fell in the
usual care group as well as the intervention group over time. There are other possible explanations for the
reduction in blood pressure in both groups, such as regression to the mean or guidelines encouraging
increasingly aggressive treatment of high blood pressure in primary care in the UK. However, this change
in the health of the usual care group as a result of the existence of the trial has been identified elsewhere
for behavioural interventions373 and for a large telehealth trial.155 The WSD trial found an increase in
admissions in the control group occurring in the weeks after recruitment into the trial and suggested that
research recruitment processes had caused this.155

Another ‘trial effect’ that should be borne in mind when interpreting the CVD risk trial results is that a
large minority of participants were recruited several months before the intervention started. For these
participants, 12 months post baseline was not the same as after 12 months of receiving the intervention.

How should the intervention be used in the future?
The HIAs were a key part of the intervention. They were employed on band 4 of the NHS Agenda for
Change331 but took a considerable amount of responsibility for the intervention that went beyond their
grade. Their enthusiasm and dedication ensured that they worked hard to tailor the intervention. Some of
their learning could be formally incorporated into the CVD risk intervention before it is used elsewhere. Even
when this is completed, attention would need to be paid to employing enthusiastic and competent HIAs.

Strengths and limitations
A strength of this qualitative study was the inclusion of interviews with a wide range of stakeholders:
managers and frontline staff delivering the intervention, staff in primary care offering care to participants
and participants who had used the intervention and those who had and had not chosen to continue with
it (depression only).

There were seven key limitations:

1. We did not use direct observation of the intervention (e.g. listening to telephone calls and observing
HIAs in their daily work), which may have helped to further identify mechanisms of action.

2. We did not interview people from very deprived areas or from minority ethnic communities. This may
have reflected the diversity of trial participants and so has implications for the interpretation of the trial
results based on this qualitative research.

3. We did not interview those in the usual care group and, had we done so, we may have identified
whether or not the measurements for the trial led to improvements in blood pressure management
for them.

4. We misinterpreted the meaning of co-ordination of care in the TECH model during data collection.
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5. In the process evaluation it is unlikely that we obtained data saturation for participants in the CVD risk
trial because of the range of risk factors and because we did not interview those who had withdrawn
from the intervention.

6. We interviewed trial participants in the middle of receiving the intervention and some interviews with
those who had completed the intervention at 12 months might have offered more insights into issues
such as self-efficacy.

7. We interviewed HIAs who were still working for NHS Direct and may have gained further insights from
interviewing those who had left the service.

Conclusions

The TECH model appears to be a good basis for developing telehealth interventions for LTCs. The
implementation of the intervention in the Healthlines Service could have been improved by having a
dedicated team of HIAs delivering continuity and tailoring the intervention consistently throughout the trials.
An intervention offered by a dedicated team of HIAs has the potential to be more effective than the
intervention tested in this study.
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Chapter 12 Discussion and conclusions of the
Healthlines programme

Summary of main findings

In this research programme we used a series of mixed-methods studies to develop a telehealth-based
intervention for patients with LTCs in primary care and evaluated this intervention through two pragmatic
RCTs in patients with the exemplar conditions of depression and raised CVD risk.

As described in Chapter 2, we synthesised the findings from previous quantitative and qualitative research
on telehealth for LTCs and found that, although there was a large volume of literature, much of the
research was of low quality. There was evidence that telehealth interventions could sometimes be effective
at improving a range of outcomes, although effect sizes were generally small. It was difficult to reach clear
conclusions about which types of telehealth for which types of patients or conditions were most likely to
be effective because the evidence was mixed and inconsistent. There were very few studies providing
evidence of cost-effectiveness. A systematic review focusing on studies of telehealth interventions
for depression and anxiety showed that these could have moderate to large effect sizes (particularly for
computerised CBT) and some studies suggested that effectiveness could be enhanced by providing a
moderator to support internet-based interventions. A systematic review of telehealth interventions for CVD
risk found no evidence of an effect on overall risk. There was evidence of a small reduction in systolic
blood pressure and weak evidence of reductions in total cholesterol, but no evidence of benefits in terms
of promoting smoking cessation. A review of qualitative literature on patients’ views of telehealth
suggested that it is generally appreciated because of perceptions of increased access to health care but
that professionals are less accepting of telehealth than patients. The various sources of evidence were
combined in a realist synthesis, which proposed three mechanisms of action that may be important for
effective telehealth for LTCs: relationships between health professionals and patients; fit with patients’
needs and capabilities; and visibility through feedback.

In Chapter 3, we described a survey of almost 1500 patients (44% response rate) with depression or
raised CVD risk to explore the key factors that influence interest in using telehealth. We found that
there was moderate interest in telephone-based and internet-based telehealth, but little interest in social
media-based telehealth. In multivariate analyses, these findings were largely unaffected by patients’
sociodemographic characteristics, health needs or difficulties with accessing health care. The most
important constructs related to interest in telehealth were confidence using the technology and perceiving
greater advantages and fewer disadvantages from using telehealth. This suggested that an effective
intervention needed to clearly explain the advantages of telehealth and address perceived disadvantages,
while providing support to use the technology.

In Chapter 4, we reported a qualitative study that explored the views of patients and practitioners
in more detail, based on semistructured interviews with telehealth nurse care managers working for a
telephone-based case management programme delivered partly by NHS Direct, patients who had used this
service and practice nurses and GPs in nearby general practices. We found that patients were positive
about telephone- and internet-based care for mental health problems, but less clear about the advantages
for CVD risk management. GPs and practice nurses were ambivalent and sometimes sceptical about
telehealth. Telehealth nurse managers tended to characterise their roles in terms of traditional nursing
ideals of having time to develop personal caring relationships with patients, which the patients themselves
also appreciated. This is consistent with the evidence synthesis and implies that telehealth interventions
should be based on personal relationships rather than on an automated ‘call centre’ approach.
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Building on the evidence collected in the three strands of research described above, we developed a
conceptual model to provide a theoretical framework for the development and evaluation of a telehealth
intervention for patients with LTCs, which we labelled the TECH model. This is described in Chapter 5.
The TECH model proposes that effective telehealth interventions are most likely to be effective and
acceptable if they pay attention to four components: (1) engagement of patients and health professionals;
(2) effective chronic disease management (including subcomponents of self-management, optimisation of
treatment and care co-ordination); (3) partnership between providers; and (4) patient, social and health
system context. The model also suggests that the key intended benefits are improved health, access to
care, patient experience and cost-effective care and these should therefore be the main outcomes included
in an evaluation.

We used the TECH model to design telehealth interventions for our two exemplar conditions of depression and
raised CVD risk. The intervention was named the Healthlines Service and is described in detail in Chapter 6.
It was based on a series of telephone calls from a named HIA, who used motivational interviewing skills to
encourage behaviour change and improve patient self-management. Participants were encouraged to identify
goals and were then offered links to information about quality-assessed resources available from the internet.
In particular, in the context of our exemplar conditions, participants with depression were offered an interactive
computerised CBT programme and participants with hypertension and raised CVD risk were offered blood
pressure self-monitoring with automated feedback via a web portal. Participants’ use of medication was
reviewed using algorithms and, when they were not being treated in accordance with NICE guidelines, a
treatment recommendation was sent to their GP (with recent PHQ-9 or blood pressure or cholesterol readings
as appropriate along with a summary of the relevant guidelines) and copied to participants. Problems with
medication adherence were identified and addressed. The intervention was designed to support and work in
tandem with and complement primary care provided by general practice.

This intervention was tested in two pragmatic RCTs, which included a nested economic evaluation to assess
cost-effectiveness and a nested process evaluation to assess implementation. In the Healthlines depression
trial (see Chapter 8), we found that the intervention was associated with a small benefit in terms of response
to treatment compared with usual care. The impact was greatest after 4 months of follow-up and reduced
over 12 months, suggesting that the greatest benefit of the intervention was in a shorter time to recovery,
which is nevertheless important to patients. The intervention was also associated with clear evidence of an
improvement in anxiety. Participants receiving the Healthlines depression intervention reported better access
to health support and advice and greater satisfaction with the amount of help and support that they
received. They also reported improvements in various aspects of self-management, although the effects
were generally small. There was no evidence of optimised medication and nor were participants more likely
to report that their care was well co-ordinated. The Healthlines depression intervention was unlikely to be
cost-effective according to the primary economic analysis, because it was associated with only small benefits
in quality of life and because it incurred not only the costs of the intervention itself but also increased costs
of other community-based health care services (see Chapter 10).

In the Healthlines CVD risk trial (see Chapter 9), there was weak evidence of a modest benefit from the
intervention in terms of maintenance or reduction in CVD risk assessed using QRISK2 score over a 12-month
period. This was defined as response to treatment. Although there were benefits in terms of small reductions
in blood pressure and weight, there was no evidence of improvements in cholesterol or smoking cessation.
In combination, these led to the minimal improvement in overall CVD risk that we observed. There was some
evidence that participants in the intervention arm were more adherent to their blood pressure medication,
improved their diet and undertook more physical activity. However, there was no evidence that the GPs of
participants in the intervention arm were more active in escalating drug treatment for either hypertension or
raised cholesterol. As in the depression trial, there was evidence that intervention participants in the CVD
trial experienced better access to health care, felt that they received more support and advice and were more
satisfied with the treatment that they received than those in the usual care arm, but little evidence that they
gained more confidence in self-management. Nevertheless, intervention participants were more likely to
have discussed a care plan and were more likely to have had a positive experience of the organisation and
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co-ordination of their care than usual care participants. Although the benefits of the Healthlines CVD risk
intervention were small, there was evidence that the intervention could be cost-effective (see Chapter 10).
This is because of improvements in quality of life observed during the year of the trial and because small
reductions in the risk of a cardiovascular event are associated with big improvements in quality of life
because of the severe adverse consequences of having a heart attack or stroke.

The process evaluation (see Chapter 11) provided support for all of the components of the TECH model
and showed that the Healthlines Service was largely delivered as planned. There were some problems with
the delivery of the intervention in the first few months, which may have detrimentally affected patient
engagement, a key mechanism of action of the intervention. A lack of continuity of HIAs in the early
weeks of implementation of the Healthlines Service was likely to have affected both relationship and fit,
which were two mechanisms of action for telehealth for LTCs. Indeed, a substantial proportion of those
receiving the intervention did not complete it. In the depression trial, some participants did not feel that
the CBT approach was appropriate for their needs. In the CVD risk trial, some participants were more
motivated by an altruistic wish to support research, rather than by a wish to change their behaviour,
which may have reduced the potential for the intervention to deliver behaviour change.

What do the findings tell us about the utility of the TElehealth in CHronic
disease model?
Both the depression and CVD risk interventions were based on the same underlying conceptual TECH
model. Having a conceptual model helps to make explicit the intended mechanisms of action in a complex
intervention such as this and also makes it possible to explore whether or not these mechanisms were
associated with any impact of the intervention. If the intervention was effective in two very different clinical
conditions, this would provide support for the underlying model and justify the development and testing of
similar interventions in other LTCs. If the intervention was ineffective in both exemplar conditions, the model
makes it possible to explore whether or not particular components of the intervention were achieved. If the
intervention was effective in one exemplar condition but not the other, this may support the idea that
different approaches may be necessary in different LTCs.

The Healthlines intervention was associated with small but clear benefits in terms of response to treatment
for patients with depression and also led to improvements in anxiety that are clinically important. For
patients with CVD risk, the Healthlines intervention was associated with improvements in some modifiable
risk factors but not others and this translated into very modest and uncertain benefits with regard to the
primary outcome of reduction or maintenance of overall CVD risk. Considering both exemplar conditions
together suggests that the Healthlines Service is likely to be associated with improvements in response to
treatment for LTCs, but that the size of these improvements is likely to be small.

Components of the TElehealth in CHronic disease model
Given these limited benefits, it is important to consider whether or not the different components of the
TECH model (see Figure 11) were achieved as intended.

Self-management
The Healthlines intervention was designed to incorporate many well-recognised approaches to promoting
self-management behaviours including self-monitoring, goal-setting, personal and individualised support
and providing information. The telephone support scripts were based on behaviour change principles and
were delivered by HIAs who were trained in motivational interviewing. There was evidence from both trials
that the intervention was associated with improved skill and technique acquisition. Participants in the
depression trial reported greater self-monitoring and insight and there was a similar trend in the CVD risk
trial, but the effect was small in both cases. The overall conclusion is that the Healthlines approach had
only a small impact on promoting self-management behaviours.
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Treatment optimisation
A key way in which we hypothesised that the Healthlines Service would improve outcomes was through
ensuring that patients received and adhered to the most appropriate treatment for their problems. It is well
recognised that patients in normal clinical practice rarely achieve the same levels of disease control as can be
achieved in clinical trials and this phenomenon has been labelled ‘clinical inertia’.148,400 In an attempt to
overcome this, we sought to replicate many of the strategies used in trials, particularly close monitoring of
patients, feeding back the results to GPs, reminding GPs of the relevant targets for individuals and providing
summaries of NICE guidance with clear treatment recommendations. We also shared these targets,
guidelines and recommendations with the participants, on the basis that they might gain a sense of
‘shared ownership’ of the problem and expect their doctors to optimise their treatment. However, in neither
the depression nor the CVD risk trial was there evidence of substantial changes in patients’ treatment.
The process evaluation suggested that in some cases GPs felt that the blood pressure targets advised by the
Healthlines Service were not appropriate for their patients. After the finding about the lack of increase in
statin prescribing was known, we explored with the HIAs why so few letters had been sent to GPs to advise
prescribing of statins, given that this topic would have been raised repeatedly during the intervention.
They suggested that many participants had previously been offered statins by their GP but were reluctant to
take them. This suggests that treatment inertia is related to patients’ as well as clinicians’ views.

Care co-ordination
The TECH model suggests that an important component of effective LTC management is well co-ordinated
care. This was intrinsic to the design of the Healthlines Service, incorporating an organised recall system,
regular monitoring and feedback, protocol-driven care based on clinical guidelines and good communication
between providers. All treatment recommendations were channelled through the participants’ usual general
practice and copied to patients to ensure good communication and avoid conflicting advice. However,
there were few measures of care co-ordination within the evaluation, apart from an item in the patient
questionnaire. Participants in the Healthlines CVD risk service but not the Healthlines depression service
reported that their care was more co-ordinated. Unfortunately, this does not fully assess the impact of this
component of the model.

Participant engagement
We identified wide variation in the extent of participant engagement in the intervention, which is reflected
in the fact that only a minority of participants received all or almost all of the planned encounters
(although, in some cases, this occurred because of delays in starting the intervention and the closure of
NHS Direct; see Chapter 7). Particularly in the depression trial, one group (a minority) of participants
received all or most of the intervention whereas another group dropped out after only a few encounters.
Many participants who initially started to use the interactive online CBT programme did not continue after
completing a few modules. In the process evaluation, some lack of participant engagement was attributed
to a lack of continuity of HIAs during a period of intervention delivery, as well as the complexity of
participants’ lives. However, the process evaluation also demonstrated that some participants did gain
support from the regular calls from the HIAs and the CACE analysis demonstrated that participants who
received more of the intervention tended to gain better outcomes. Engagement with some aspects of the
CVD risk intervention was good, with many participants completing the encounters and enthusiastically
providing self-monitored blood pressure readings. As with the depression intervention, completion of a
greater number of modules in the CVD risk intervention was associated with greater effectiveness.

Engagement of primary care clinicians
There were no direct measures of clinician engagement in the evaluation and, in retrospect, this is a
weakness. It was clear from the qualitative research reported in Chapter 4 that gaining clinician engagement
was likely to be problematic. There are several indirect indicators that this was indeed a problem in the
Healthlines trials. The process evaluation suggested that some primary care clinicians were unaware of the
service being provided to their patients. The lack of optimisation of treatment in response to letters from
the Healthlines Service may have been for several reasons including a lack of agreement of clinicians with
the recommendations based on NICE guidelines made by the HIAs, clinicians not receiving or reading the
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e-mails from NHS Direct or participants not being convinced that a change in treatment was desirable or
necessary. Clinicians were encouraged to contact the Healthlines Service if they wished to set individualised
targets for specific patients, but very few such letters or e-mails were received. We cannot be sure whether
or not the lack of treatment optimisation is necessarily related to a lack of clinician engagement, but it
is very likely to be one reason why the Healthlines Service had less impact on clinical outcomes than
was anticipated.

Contextual factors
Patient context refers to characteristics of participants who are most likely to benefit from a telehealth
intervention such as the Healthlines Service. The subgroup analyses in the trials suggested that
sociodemographic characteristics, such as participant age, were not associated with variation in
effectiveness of the interventions. However, the process evaluation suggested that some participants in the
depression trial did not engage with the intervention because they did not want CBT and that some of
those in the CVD risk trial were not motivated to change their behaviour. Although interested participants
were fully informed about the nature of the intervention before they agreed to take part, this suggests
that this type of intervention is likely to be beneficial only if it meets participants’ perceived needs.

Context also relates to aspects of the health-care system. The Healthlines Service was designed for the
NHS context, in which almost all patients have access to reasonably accessible and comprehensive primary
care services from general practice and other community services. These provide access to face-to-face
versions of most of the interventions offered by the Healthlines Service. The main potential advantages of
a telehealth service such as the Healthlines Service are greater convenience and support, the interactive
nature of the service to support self-management and the potential to reduce demands on other possibly
more expensive primary care providers. Participants in the Healthlines trials did report more accessible and
convenient support and advice and they were more satisfied with the amount of support they received and
more satisfied overall with the treatment they received. Yet, in both cases, the intervention acted as an
additional rather than a substitute service and was possibly associated with increased rather than
decreased use of other health-care resources.

Did the trials provide support for the TElehealth in CHronic disease model?
In conclusion, the TECH model had a sound theoretical basis and provided a useful framework for
intervention design and evaluation. However, although most of the specific components of the model
were delivered as designed, they led to little or no change in the dimensions of care that they were
intended to influence. These can be considered as intermediate outcomes. There were small improvements
in some aspects of participant self-management, no evidence of better optimisation of treatment apart
from slightly improved participant adherence to medication, variable participant engagement and little
evidence of engagement from primary care clinicians. It is therefore unsurprising that the Healthlines
approach was associated with only small benefits for participants.

This does not suggest a failure of the conceptual model, which would have been implied if the
components of the model, such as optimisation of treatment, had occurred but did not lead to patient
benefits. Nor does it imply a failure of implementation, as the intervention was mostly delivered as planned
(although there were problems because of delays at the beginning of the trial and the closure of NHS
Direct at the end of the trial). Instead, it suggests a failure of intervention design in that the telehealth
approach chosen for the Healthlines Service did not lead to the changes in either patient or clinician
behaviour that were intended.

The implication is that other approaches are needed to have an impact on the intermediate outcomes of
engagement, self-management, treatment optimisation and care co-ordination described in the TECH
model. We set out to devise a low-cost intervention that could be rapidly implemented, but it may be that
a more intensive (and more costly) intervention would have been more effective. Alternatively, a similar
intervention but delivered without the problems that we experienced and targeted more clearly at people
who wanted to use it and outside the context of a research trial might be more effective.
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Strengths and limitations of the research programme

Strengths
In the evidence synthesis (see Chapter 2) we identified that there were major limitations of earlier research on
telehealth for LTCs. These included a lack of pragmatic research on real-world implementation in generalisable
populations, with a clear theoretical basis for the intervention, and a lack of evidence about clinical outcomes
and cost-effectiveness. Much previous research has also included small numbers of participants and been of
low quality. This research programme was designed to address all of these limitations.

Pragmatic approach
This report provides findings from two of the largest RCTs of a telehealth intervention for LTCs ever
conducted. A major strength of these trials is that they were highly pragmatic. Unlike most telehealth
trials, which relate to studies of specific technological interventions in research volunteers, this study
replicated as far as possible what would happen if the Healthlines Service was introduced in the NHS.
The intervention was offered to eligible patients identified from general practices, which is the way that
most health interventions are offered in the UK. Participants were recruited from a range of general
practices in three areas of England, each with different contexts and different provision of other related local
services, which enhances the generalisability of the findings. The intervention was designed in such a way
that it could be immediately rolled out across the NHS and the research provided evidence about whether or
not this was likely to be feasible, effective and cost-effective. The Healthlines Service was highly integrated
with normal service delivery, being provided through existing NHS Direct infrastructure, and was designed to
support mainstream service delivery in primary care, rather than delivery as a ‘stand-alone’ intervention.

Thorpe et al.401 described a pragmatic–explanatory continuum indicator summary (PRECIS) diagrammatic
tool, which provides a guideline for researchers seeking to design pragmatic trials. This has since been
developed further into the PRECIS-2 tool,402 which specifies nine key domains that distinguish pragmatic
from explanatory trials and proposes that evaluators map these on a PRECIS-2 diagram. We have done this
for the Healthlines trials (Figure 34) and this highlights the pragmatic nature of these trials. The exceptions
are the primary outcome measurement, which required a special visit to the practice nurse in the CVD risk
trial, follow-up intensity (as many participants required reminder questionnaires to collect outcome data),
the eligibility and recruitment criteria (as only those with access to the internet were eligible) and the
flexibility of the intervention. This was constrained by the telephone scripts used by the HIAs, although in
practice they adapted them and used them flexibly.

Generalisability
Most research studies of telehealth interventions relate to specific technological innovations. Examples
of relevance to the Healthlines programme include studies of remote monitoring and self-management
of blood pressure or trials of online computerised CBT. Such studies can be characterised as efficacy or
explanatory trials in that they demonstrate the effect of a well-defined intervention in a research context,
usually in individuals with tightly defined inclusion and exclusion criteria and paying less attention to issues
of local context and implementation. These studies may lead to estimates of effect that are exaggerated
compared with the effects observed when the intervention is implemented on a wide scale in the
real world.

Similarly, some of the claims for the benefits of telehealth interventions come not from research trials
but from evaluations involving a small number of participants and using weak research designs such as
before-and-after studies. These observational studies may provide exaggerated estimates of the effect of
interventions. Very few studies have explored the effectiveness and cost-effectiveness of the real-world
implementation of a telehealth- based service on a wide scale, one notable exception being the WSD
evaluation in the UK.403
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Effectiveness and cost-effectiveness rather than efficacy
In contrast, the Healthlines study provides robust evidence about effectiveness rather than efficacy.
We offered the intervention to the groups of people who would be likely to be offered it in practice.
Rather than testing a specific telehealth technology, we tested a new approach to care based on remote
support from a telehealth provider and using a range of telehealth-based resources that may be relevant to
individual participants. Not all aspects of the intervention would be equally applicable to all participants.
Because the intention was to provide practical evidence to inform commissioning decisions, it was vital to
include an economic evaluation. The lack of information about the cost-effectiveness of telehealth was
identified as a major deficiency at the time that this study was planned404 and this study has added to the
limited evidence base about the economic impact of telehealth.

Evidence-based, theory-informed and patient-centred intervention development
The Healthlines Service was based on an underlying TECH conceptual model, tailored to each of the
exemplar conditions. The TECH model was based on evidence from a series of studies using a range of
methods and sources of evidence during the early phases of this research programme. The TECH model
provided a theoretical basis for the different components and strategies used in the intervention. This is a
major strength as the conceptual model helps to make explicit the intended causal pathway and ‘essential
ingredients’ of the intervention. This makes it possible to consider whether or not the Healthlines Service
was implemented as intended and whether or not this, in turn, was associated with benefits. Although the
importance of basing interventions on an underlying theory is debated,405,406 a recent review confirmed that,
in the case of internet interventions to promote behaviour change, greater use of theory in intervention
development was associated with greater effectiveness.214 Because this is a complex intervention, it was
particularly important to explore the process of implementation and the mechanisms of action, which we
did through the process evaluation.

4

5

Eligibility – who is selected to participate in the trial?

Recruitment – how are participants
recruited into the trial?

Setting – where is the trial
being done?

Organisation – what expertise
and resources are needed to
deliver the intervention?

Flexibility – how should the intervention
be delivered?Flexibility – what measures are in place 

to make sure participants adhere 
to the intervention?

Follow-up – how closely are
participants followed up?

Primary outcome – how
relevant is it to

participants?

Primary analysis – to what extent 
are all data included?

3

2
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FIGURE 34 Application of the PRECIS-2 tool to the Healthlines study. PRECIS diagram using the PRECIS-2 tool402

and marked up by us to show which components were included in the Healthlines trials. The wider the diagram on
any dimension, the more explanatory the trial on the pragmatic–explanatory continuum. Reproduced from BMJ,
Loudon K, Treweek S, Sullivan F, Donnan P, Thorpe KE, Zwarenstein M, vol. 350, pp. h2147, copyright 2015, with
permission from BMJ Publishing Group Ltd.402

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

263



Rigour
The internal validity of this study was enhanced by the size of the trials, attention paid to measuring the
delivery of the intervention (both quantitatively and qualitatively), the excellent rates of retention in the
trials and the masked outcome assessment. All outcomes have been reported based on a prespecified
analysis plan or in response to clearly identified post hoc exploratory analyses. External validity was
enhanced through the multicentre nature of participant recruitment, the wide participant inclusion criteria,
the intervention being embedded as part of normal NHS service delivery and the relatively long patient
follow-up for 12 months, with modelling of longer-term effects in the CVD risk trial.

In line with current policy
Since this work was planned, the NHS Five Year Forward View has been published, which sets out a
strategic plan for the NHS.407 This introduces the concept of ‘combinatorial innovation’ in which a range of
technologies are used in combination with new ways of working:

Many of the innovation gains we should be aiming for over the next five or so years probably will not
come from new standalone diagnostic technologies or treatments – the number of these blockbuster
‘silver bullets’ is inevitably limited. But we do have an arguably larger unexploited opportunity to
combine different technologies and changed ways of working in order to transform care delivery.
For example, equipping house-bound elderly patients who suffer from congestive heart failure with
new biosensor technology that can be remotely monitored can enable community nursing teams to
improve outcomes and reduce hospitalisations. But any one of these components by itself produces
little or no gain, and may in fact just add cost. So instead we need what is now being termed
‘combinatorial innovation’.

Reproduced from NHS.407 Contains public sector information licensed under the
Open Government Licence v3.0

Following the publication of the NHS Five Year Forward View, the NHS has issued a challenge to innovators
to evaluate such ‘combinatorial’ approaches in real-world test bed sites.408 The Healthlines programme
was effectively ahead of its time and has already tested and developed such a combined approach. It was
based on exactly this philosophy, that technological innovations should not be considered in isolation but
should be used in combination as part of a coherent care programme and need to be accompanied by a
new way of working and new models of staffing rather than being ‘bolted on’ to existing models of
service provision.

Limitations
The research programme had a number of limitations, which are discussed in the following sections.

Closure of NHS Direct
The closure of NHS Direct had a number of consequences. There were widespread rumours about the
closure for months before the official announcement. This led to changes in staff and meant that decisions
about the implementation of the Healthlines Service were made in the context of considerable uncertainty
about the future of NHS Direct as a host organisation. This uncertainty may also have impacted on
participant recruitment for the trials if potential participants had believed that NHS Direct was closing
down. When the closure was finally announced the Healthlines Service had to be closed down and then
transferred to a new host NHS organisation, Solent NHS Trust. In the process of doing this, delivery of the
intervention was paused for about 2 months, which meant that some participants received less of the
intervention than planned and others likely lost interest in the study. However, the fact that it was possible
to recruit a new host organisation and to re-establish the service in a matter of weeks provides evidence
about the potential for the Healthlines Service to be implemented quickly by a range of organisations and
provides further support for generalisability.

A further complication relating to the closure of NHS Direct was that we had to obtain data about
participants’ use of the intervention from a combination of databases held on NHS Direct servers.
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There were separate databases for the CVD risk and depression interventions and a further database that
contained details of participants’ appointments and encounters. Although these were packaged up when
NHS Direct closed and transferred to Solent NHS Trust, it was very difficult to reconstruct the details of
encounters and in some cases there were discrepancies between the different sources of data. In a small
number of cases (n = 12/307 randomised for depression; n = 2/325 randomised for CVD risk) data about
participants’ encounters were missing. We have described how we handled these discrepancies in the
relevant sections of the results chapters.

Constraints of timescale
Ideally, the TECH model would have been fully developed and aspects of it would have been tested in
modelling studies before it was used to design the Healthlines intervention and the trials. However, the
timeline for the research programme (5 years) and the length of time needed to plan an intervention and
the RCTs meant that the TECH model was not utilised as far as it might have been in developing the
intervention and planning the evaluation. This is because some of the planning for the intervention had to
be carried out in parallel with finalising the TECH model. Furthermore, some aspects of the intervention
were delivered when they were insufficiently developed and more time for refinement would have been
beneficial. In real life, especially in a fast-moving field such as telehealth, the service would be continually
modified and improved, but in a trial this would not be appropriate as it would make it impossible to
define the intervention being tested.

Participant recruitment rate
One potential limitation of both trials is the low recruitment rate: only 16% (depression trial) and 20% (CVD
risk trial) of those sent information about the trial expressed an interest in it and only 31% (depression trial)
and 63% (CVD risk trial) of those assessed were found to be eligible to participate. In many trials, this would
be seen as a threat to external validity if it implied that those participating in the research were not typical of
those who would receive the intervention in real life. This is not necessarily the case in the Healthlines trials.
First, the initial search for people to be sent information about the trial lacked specificity, because it was not
possible to accurately identify people who were currently depressed or at high CVD risk. Some of those who
did not reply probably knew that the study was not relevant to them. From information returned by those
who declined to participate,395 it appears that about 40% of those who declined felt that they did not have
health needs that required intervention, about 55% felt that they did not have access to or the skills to use
a computer and about 15% said that they were not interested in taking part in the research (respondents
could give more than one reason). The first explanation (lack of need) does not present a threat to validity as
these people would not be offered the intervention in real life. The third explanation (lack of interest in the
research) would represent a threat to external validity but this represented only a small proportion of
respondents. The second explanation (people who were eligible but who were not interested in or able to
take part in a telehealth intervention) is not a threat to validity. This type of telehealth intervention is not
necessarily appropriate or acceptable to all or even most people with a LTC. However, these conditions are
so common that if a telehealth approach is effective for some people it would still be a useful treatment
option. When people did express an interest and were assessed, most of those excluded were excluded
because they did not have the condition of interest (i.e. depression or CVD risk ≥ 20%). Once eligibility had
been confirmed, the proportion of those eligible who agreed to participate was high (84% in the depression
trial and 85% in the CVD risk trial).

Challenges to internal validity
There are several limitations that represent challenges to the reliability of the findings from the trials.
These are discussed in detail in the concluding sections of Chapters 8 and 9. In summary, for the depression
trial they include the potential for bias because the primary outcome (PHQ-9) was based on self-report and
because participants in the intervention arm may have completed the PHQ-9 more often during the trial
period than those in the control arm, leading to practice effects. There was also some differential attrition
between the arms and under the most conservative assumption (that none of those with missing data had
improved) the evidence of benefit from the intervention was reduced, although analysis based on multiple
imputation showed the same effect as the analysis using complete data. For the CVD risk trial, there were
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technical problems at the beginning of the trial that may have affected engagement with the intervention
and reduced the amount of treatment received. The use of the QRISK2 score as the outcome measure also
had limitations because of day-to-day variability, measurement error and limited sensitivity to change given
that the score is dominated by non-modifiable factors such as an individual’s age and sex.

Challenges to generalisability
Although the trials were highly pragmatic and applicable to a NHS context, this high level of contextual
application also potentially reduces generalisability to other countries with different health-care systems.
It is notable that most of the apparently successful telehealth interventions come from the USA and this
may reflect the fragmented nature of health-care provision in that country.

The range of participants included in the trials also limits generalisability. There were very few participants
from ethnic minority groups (reflecting the populations within the practices that took part in the study)
and, to be eligible for the trial, participants had to have access to the internet, a telephone and an
e-mail address.

Depression and cardiovascular disease risk as exemplar long-term conditions
One consideration is whether or not the exemplar LTCs that we chose were the most appropriate for this
type of intervention. We chose these conditions because they are common and there was some proof
of concept that specific telehealth interventions could be effective and to avoid overlap with previous
research, which has mainly explored the effectiveness of intensive (and expensive) telehealth programmes
for serious health conditions such as heart failure and diabetes.

However, the evidence supporting the benefit of telehealth interventions for depression was limited and
equivocal at the outset.85 Although at the time that we planned this study NICE recommended
computerised CBT packages for depression,27,39,266 Kaltenthaler et al.85 have highlighted that all of the
research published at the time of her review had been conducted on highly selected populations and more
recent research based on the findings of the REEACT trial has questioned the efficacy of computerised
CBT.409 A qualitative study has highlighted the barriers to the use of computerised CBT experienced by
many potentially suitable participants.81

With regards to participants at raised CVD risk, earlier research had demonstrated the effectiveness of
telehealth interventions for specific risk factors such as hypertension150 and smoking cessation,385,386 but our
systematic review of trials of telehealth interventions aimed at reducing multiple risk factors to reduce overall
CVD risk found no evidence of effectiveness.61 Earlier studies of primary prevention interventions to reduce
CVD risk based on face-to-face nurse-led care had demonstrated small benefits410,411 and modelling
conducted in advance of the NHS Health Checks programme has suggested that they could be cost-effective
in the long term.34 This conclusion, of limited short-term benefits but with the potential for long-term gains in
cost-effectiveness, is consistent with the findings of the Healthlines CVD risk trial.

Relation to previous studies

Since the evidence synthesis was conducted (March 2010) and the Healthlines trials began, a number of
further systematic reviews and primary studies have been published. The most relevant of these papers are
summarised in Appendix 32. The recent systematic reviews concluded, as did the earlier reviews, that,
despite a large number of studies of telehealth, much of the research is of low quality and the findings
are inconsistent.

In a recent publication, Wootton54 undertook a high-level systematic review of trials and reviews of
telehealth interventions for five common chronic diseases (asthma, COPD, diabetes, heart failure and
hypertension). The methods for the review were similar to those used in our own evidence synthesis
(see Chapter 2) and Wootton reached similar conclusions. He found that most studies had reported
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positive effects but a funnel plot suggested the likelihood of publication bias and more recent trials
provided weaker evidence of benefit. Much of the research was short term and (like earlier reviews) there
were few studies of cost-effectiveness. Wootton concluded that ‘the evidence base for the value of
telemedicine in managing chronic diseases is on the whole weak and contradictory’ (p. 211).54

Although there are a large number of studies of specific approaches (especially telemonitoring) for particular
conditions (mainly heart failure and diabetes), there are few comparable studies of comprehensive telehealth
programmes for patients with LTCs. These encompass a range of telehealth approaches and combine
telephone support, use of internet resources and communication with other providers to optimise and
co-ordinate treatment. The relevance of our findings to the previous research specific to depression and
CVD is discussed in Chapters 8 and 9 respectively.

The findings from the two Healthlines trials suggest that telehealth for LTCs is likely to have small positive
benefits for patients but we can conclude that it is unlikely that this form of telehealth will lead to marked
improvements compared with usual care. This is consistent with Wootton’s54 conclusion that more recent
and better-quality studies tend to demonstrate less strongly positive findings than earlier and lower-quality
studies. It is also consistent with Rossi’s ‘iron law’ of evaluation that, as a new model is implemented
widely across a broad range of settings, the effect will tend towards zero.412

To some extent, the small impact of the Healthlines intervention was likely to be associated with limited
patient engagement. This is consistent with studies of previous telehealth interventions, which have often
struggled to recruit or retain participants.413 This has been the case for broad-based interventions such as
the WSD programme398 as well as studies of specific technologies such as computerised CBT.367

The limited effectiveness of the Healthlines Service is disappointing, given that some of the specific
interventions (such as telemonitoring for blood pressure,148,150 referrals to text-based smoking cessation
programmes160 or computerised CBT414) that it incorporated have had more positive results in earlier
studies. There are several possible explanations for this finding. It could be that seeking to change one
specific risk factor using one telehealth approach is more effective than seeking to modify several risk
factors simultaneously (as in the CVD trial) or seeking to combine several telehealth approaches (as in both
trials). An alternative explanation is that the previous positive trials have been based on volunteers who
were interested in the particular technology of interest and that pragmatic implementation in the broader
population is less effective. A further likely explanation is that the impacts of any specific intervention in
the Healthlines CVD risk trial are diluted by the fact that not all participants were eligible for reduction in
any one risk factor and that benefits in one risk factor can be negated by lack of benefits in others. Yet
another possible explanation is that the effectiveness of the Healthlines Service was compromised by the
delays and difficulties that we experienced in delivering the service, both at the beginning (because of
technical problems) and at the end (because of the closure of NHS Direct) of the study.

There are few comparable trials of telehealth that provide data about cost-effectiveness. In 2002, Whitten
et al.404 stated that there was ‘no good evidence that telemedicine was a cost-effective means of delivering
health care’ (p. 1434) and there has been no convincing evidence since then to change that conclusion.415

The most relevant study in the NHS context is the WSD trial, which was designed to save health-care
resources by cutting avoidable hospital admissions but which in fact was not cost-effective because it
increased health service costs with minimal benefits in quality of life.53 The Healthlines trials, therefore,
help to fill this evidence gap and suggest that this type of comprehensive approach to health care based
on telehealth is likely to become cost-effective only if it can be provided very inexpensively (or more likely
by replacing the use of other existing NHS resources), given that impacts on quality of life are small in the
short term. However, the economic evaluation of the Healthlines CVD risk trial shows that it is possible for
there to be long-term economic benefits if improvements in health as a result of telehealth are sustained
beyond the intervention period.
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Successes and challenges

Successes
Given the closure of NHS Direct, which closed more than three-quarters of the way through the period of
intervention delivery of these two large and complex multicentre trials, we consider it a major achievement
that we managed to complete the research programme at all. The main consequence of the closure of
NHS Direct was a delay in delivery of the Healthlines Service for about 2 months, which involved disruption
and may have had some adverse consequences with regard to the results, although we do not think that
these consequences were major. It is important to note that the continuation of the research programme
was possible only because Solent NHS Trust generously agreed to take over the project and because of the
enormous determination and commitment of NHS Direct research management staff, IT staff and HIAs,
as well as the research team.

A further success of this programme grant was the way in which it involved a large multidisciplinary
collaboration between a range of academic and health service organisations. This included working with
international partners (Duke University, USA) as well as private providers (Media Innovations Ltd, BWW)
in the UK.

The success of this programme was facilitated by the fact that there is considerable interest in the topic of
telehealth for LTCs from patients, health-care providers, academics and policy makers, as discussed in
Implications for health care.

Challenges
The biggest challenge to this programme was the closure of NHS Direct, the consequences of which have
been discussed previously (see Chapter 7). There could be a perception that this will have reduced the
relevance of this research programme, but we would argue that the messages from the research are not
specific to NHS Direct and that the Healthlines Service could be delivered by other organisations. With the
help of NHS Direct IT staff, we have developed a demonstration system and a package that would enable
other organisations to install all of the necessary infrastructure (as was achieved successfully when the
intervention was transferred to Solent NHS Trust).

One strength of this research programme was the opportunity to conduct a series of linked studies over a
5-year period. However, despite the 5-year duration of a NIHR programme grant, it is still very challenging
to conduct a systematic literature review and quantitative and qualitative research and then develop, pilot
and evaluate an intervention using a RCT within 5 years.

Conversely, the length of time that is needed to conduct a RCT in relation to a topic such as telehealth
means that, by the time the results are known, the technology will have changed considerably. If one
designed an intervention today one would probably not use the same technologies that were available
when the Healthlines Service was designed in 2011. This is a paradox for the evaluation of all health
service innovations, but particularly in relation to telehealth, and a number of authors have discussed
alternative approaches to timely evaluation.254,255,280

The future of this type of initiative and the relationship with
primary care

The closure of NHS Direct and the transfer of the service to Solent NHS Trust was disruptive for this
research programme but did provide learning about the requirements of an organisation needed to host
this type of telehealth-based intervention. Although part of the argument for basing the intervention
within NHS Direct was its national scale, we managed to continue providing the intervention unaltered
after it was transferred to a local organisation. This kind of service can be delivered from anywhere in the
country. However, it would require a resilient infrastructure to provide expertise and support for both
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hardware and software. In the longer term it would also require resources to enable the continual
updating of the content to reflect changes in clinical management guidelines. Furthermore it would need
to be a large enough organisation to employ a range of health advisors, arranging their support and
training from experienced health professionals and ensuring high standards of clinical governance.

The key questions include which type of organisation could provide this support and what would be the
business model to make it viable. At the time that this project was planned a number of commercial
organisations, often supported by pharmaceutical companies, were developing innovative support services
and marketing them to NHS commissioners. One example was the Birmingham OwnHealth scheme,156

a partnership including Pfizer and NHS Direct, which was an initiative that helped to inform the Healthlines
Service. There are still some examples of such initiatives [e.g. the Hurley Group is actively marketing webGP
at present; see http://webgp.com/ (accessed 13 October 2016)] but generally the concept of a market for
extra services alongside primary care has not grown as rapidly as might have been anticipated 5 years ago.
Within the current NHS model, it would be very possible for a commercial or not-for-profit organisation to
provide an intervention similar to the Healthlines Service and to make it available to be commissioned by
local clinical commissioning groups. Whether or not this occurs will depend more on the incentives and
structure of the NHS rather than on technical limitations.

It is clear from the research reported in Chapter 7 that clinicians in primary care were ambivalent about
the potential of telehealth. Although primary care clinicians are always busy, instead of seeing telehealth
as a way to reduce their workload they may feel threatened by the possibility of another organisation
undermining their role. They may also believe that telehealth services will increase rather than decrease
their work and there is little evidence from this or other research to counter that belief.

For telehealth services [whether for chronic disease management as in the Healthlines Service or for
management of new problems, e.g. Skype™ (Microsoft Corporation, Redmond, WA, USA) consultations]
to flourish in primary care, several conditions would need to be satisfied. First, there has got to be
demonstrable benefit for clinicians, particularly by reducing their workload. Second, the system has to be
integrated (technically, organisationally and philosophically) with general practice, which is overwhelmingly
the main provider of primary health care, rather than being provided independently. This requires an
in-depth knowledge of general practice culture and organisation. In this study of the Healthlines Service
we failed to engage clinicians as we would have hoped and this would be easier outside the context of a
trial. It would be important to invest in building partnerships with practices, for example by the Healthlines
HIAs regularly visiting practices to meet the GPs and nurses, although this was beyond the resources of this
programme. Third, this type of initiative needs to be sustainable. Restructuring service provision to include
a substantial element of telehealth would mean significant service redesign and this would be wasteful
and damaging to patient care if the telehealth services are not likely to be reliable partners over the longer
term. It is arguable that some of the pressures on emergency departments at present can be traced to the
introduction and subsequent dissolution of new services such as NHS walk-in centres, NHS Direct and GP
out-of-hours co-operatives, which have confused the public about how to obtain urgent medical help.
It is even more important that changes to services for chronic disease management based on telehealth are
robust for the long term or they will undermine patients’ confidence in the general practice services they
currently rely on.

Impact of patient and public involvement

Given the variety of technologies now available that can be used to support patient health and the
accompanying new systems of delivering health care for these technologies, it is especially important to
solicit the views and experiences of patients and the wider public when conducting telehealth research.
Throughout the Healthlines programme there was strong and valuable patient and public involvement.
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This was particularly relevant to the development of the survey instruments. As mentioned in Chapter 3,
two different service user groups (volunteers from the Mental Health Research Network and those
contacted through NHS Direct) provided feedback on the patient survey format and design, wording and
comprehensibility of the questions. Based on this feedback, the questionnaire was modified and improved on
before distribution to patients invited to take part in the survey. An indirect benefit of this process may
have been achieving a fairly reasonable response rate to the postal survey, whereas a direct benefit was
that few questions were left unanswered by respondents completing the survey. Similarly, two public
contributors (Michelle McPhail and Anne Jacob), or patient and public representatives, affiliated with the
programme provided valuable comments on the questionnaire developed for use in the RCTs (see Chapter 7),
as well as contacted other members of the public for us to gain a broader range of feedback on the
questionnaire. Again, based on the feedback we received, the questionnaire was revised and finalised ahead
of use with participants in the trial and we achieved a high response rate for questionnaires throughout
the RCTs.

Anne Jacob and Michelle McPhail were recruited from a volunteer pool of NHS Direct volunteers in early
2010 to join the Healthlines Programme Management Group. Therefore, from an early point in the
research programme these representatives contributed to various aspects of the planning, development
and implementation of both the patient survey (activity 3), the TECH model and subsequent intervention
(activity 4) and the RCTs (activity 5). They participated in intervention development, which included small
group discussions and workshops to discuss the original conception of the TECH model (see Chapter 5).
Once again, we used this feedback to refine and finalise our TECH model, which was the basis of the
Healthlines Service intervention. Moreover, throughout the RCT phase (activity 5) the public contributors
also attended the biannual Programme Management Group and the independent Trial Steering
Committee meetings and were active contributors during these meetings. Towards the end of the RCTs,
they assisted with the brainstorming and development of the dissemination plan and strategy for the trials.
In summary, the public contributors have been a fundamental component of the many phases of this
research programme, from development to implementation and dissemination of the results, and so have
greatly impacted and benefited this research. We have taken on board their comments and suggestions,
which have improved the quality and reach of this programme.

Priorities for research

We have conducted two trials of telehealth interventions based on the same underlying approach, which
have shown evidence of modest benefit. This is consistent with the results of several other studies. A key
research priority is therefore to determine whether or not it is possible to make telehealth more effective.
Specific questions and related priorities include:

1. Would the Healthlines approach be more effective if applied to conditions with greater consequences
for quality of life, such as heart failure, cancer or rheumatoid arthritis?

2. Would it be more effective if targeted to people who have passed an initial screening process, in
which motivation to change behaviour and interest in using a telehealth intervention or willingness to
try CBT are explicitly assessed?

3. How can barriers to patient engagement with telehealth interventions be addressed? This may require
qualitative work to understand the barriers to engagement, trials of different approaches to promote
engagement or a focus on different groups of patients.

4. How can barriers to the engagement of general practice teams with telehealth services be overcome?
5. What type of organisational arrangement (how large an organisation; provided locally, regionally or

nationally; what business model) would lead to the most cost-effective telehealth service and how
could it be organised to integrate most effectively with other primary care services, particularly
general practice?

6. Is it more effective to target interventions at one risk behaviour at a time, rather than to use a ‘healthy
lifestyles’ approach that targets several different risk behaviours?
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7. The Healthlines depression intervention was similarly as effective as collaborative care interventions
based on telephone and face-and-face support from mental health workers, but these studies were
carried out in different populations of patients. Further research should directly compare conventional
collaborative care run by mental health workers with telehealth interventions such as the Healthlines
Service provided by less highly trained generic health advisors with computer support.

8. A key problem of the Healthlines trials was the lack of escalation of treatment in both trials despite
prompts from HIAs based on national guidelines. This requires further investigation in terms of why it
is difficult to achieve the level of optimisation of medication in normal clinical practice that is achieved
in clinical trials and ways to overcome this.

9. In our evidence synthesis we were unable to reach clear conclusions about whether or not particular
types of technology were more likely to be effective. There is a need for a clearer framework to
describe the nature and underlying theoretical basis of telehealth interventions. There should be more
detailed descriptions of these aspects of interventions within reports of trials and other evaluations.
This would enable examination of which aspects of telehealth interventions are associated with
effectiveness.

10. What are the most effective methods for evaluation of a fast-moving field such as telehealth that
balance rigour, pragmatic application, generalisability and timeliness?

Implications for health care

This research programme addressed a topic of great importance to health care. Considerable resources
have been committed to implementing different forms of telehealth for chronic conditions in different
countries. For example, the US-based Veterans Health Administration introduced a national home
telehealth programme that had enrolled about 50,000 patients by 2011,154,416 the Renewing Health
Consortium is developing and testing a telehealth programme in nine European countries417 and in the UK
the WSD project was established to provide telehealth at scale for patients with conditions such as heart
failure or chronic lung disease.52,53,418

Telehealth services are currently being promoted and commissioned on a wide scale in line with a general
policy enthusiasm for telehealth. In the UK, the Technology Enabled Care Services initiative30 encourages
and supports commissioners to introduce telehealth services. The following quotation comes from the NHS
England website describing this initiative:30

Technology enabled care services refers to the use of telehealth, telecare, telemedicine, telecoaching
and self-care in providing care for patients with long term conditions that is convenient, accessible and
cost-effective. We recognise the potential of these solutions to transform the way people engage in and
control their own healthcare, empowering them to manage their care in a way that is right for them.

Our ambition through the Technology Enabled Care Services (TECS) programme is to create the right
commissioning environment that supports and encourages the innovative use of technology to improve
health outcomes for patients with long term conditions and deliver more cost-effective services. We
believe that by embracing this sort of technology, we can empower millions of patients to own their
own care and transform the way we plan and deliver services to create a sustainable NHS for the future.

Reproduced from NHS England.30 Contains public sector information licensed under the
Open Government Licence v3.0

The logic and appeal of this approach is clear, given the need to develop new approaches to support the
increasing number of people with LTCs in sustainable ways within limited resources. However, it is notable
that the argument in favour of telehealth as the best way to achieve this (as articulated in the quotation
above) is built on a number of assumptions about the potential for telehealth to promote patient
self-management and to be delivered cost-effectively. This argument has been rehearsed for many years,
but in the absence of consistent evidence about either effectiveness or cost-effectiveness.54
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Indeed, the conclusion that can be drawn from the most recent, relevant and high-quality studies,
including the Healthlines study and the WSD programme,52,53 is that this approach to comprehensive
multifaceted health-care delivery based on telehealth is likely to have only modest benefits for health and
providing it in a way that is cost-effective is likely to very challenging. Telehealth innovations have the
potential to considerably increase, rather than decrease, NHS expenditure and so may not help the
sustainability of health care. Although telehealth applications may have the potential to ‘transform the way
we plan and deliver services’, there have been few examples of this being done successfully by widespread
pragmatic implementation that have stood up to independent evaluation. The consistent message from
research such as the Healthlines study is that considerable caution should be used before widespread
implementation of telehealth services for patients with LTCs.

Part of the reason for the limited impact of these services appears to be the difficulty in achieving
meaningful change in both patient and practitioner behaviour. It appears that only a minority of people
are, at present, likely to be interested in this type of health care. However, our research suggests
that this interest is not likely to be limited to particular groups in terms of age or other socioeconomic
characteristics, but is determined more by confidence and attitudes to technology, and these may increase
over time and with growing technology familiarity. Furthermore, those people who did participate in the
Healthlines Service expressed positive views about perceptions of access, satisfaction with the care
provided and a greater sense of support for self-management.

Second, despite the efforts used within the Healthlines Service to work in partnership with other NHS
providers, these did not appear to be effective. It will be very important to ensure that telehealth services
are fully integrated with other existing services, rather than ‘bolted on’. New approaches are needed
to ensure this, which may include greater multisector involvement in planning service delivery at a
whole-system level, as well as commissioning levers such as contracts and financial incentives.

Third, the issue of cost-effectiveness is crucial to the argument about the role of telehealth in providing a
sustainable future for health care. However, there may be a lack of clarity about whether or not telehealth
programmes are intended to provide (1) more effective care at extra cost or (2) equally effective care
at lower cost than alternative approaches. Almost all telehealth programmes that have so far been
evaluated (including the Healthlines Service) have been delivered at extra cost and whether or not they are
cost-effective depends on the extent to which they provide greater health gain. The Healthlines depression
intervention provided modest health benefits, similar to those from other interventions based on a
collaborative care model, but the increased cost made it unlikely to be cost-effective. The Healthlines CVD
risk intervention also had limited impacts in terms of the primary outcome of reducing cardiovascular risk
but may be cost-effective because of the long-term benefits, assuming that the impact of the intervention
is sustained. In neither example was there any evidence that this telehealth approach substituted for
other NHS resource use. In fact, in both trials the intervention was associated with increases rather than
decreases in the use of other primary care and community care services. It may be that the intervention
made people more likely to engage with improving their health or more adherent to appointments, but
this will have further increased the additional cost of the telehealth approach. Our findings are consistent
with those from the WSD programme, which led to small benefits in quality of life at considerably greater
cost, meaning that the intervention was unlikely to be cost-effective.53

For a NHS telehealth service to become cost-effective, and assuming that such services are unlikely to lead
to major health gains compared with usual face-to-face care (an assumption supported by most previous
research), several considerations are important. First, telehealth services will have to be delivered at much
lower cost than most services currently available. This may be possible with economies of scale and reductions
in the cost of hardware over time, but the size of the overall cost reduction that will be necessary should be
modelled before services are commissioned and should be based on assumptions using previous evidence,
rather than being over-optimistic. This type of modelling was conducted in the evaluation of the WSD trial
and showed that the intervention was likely to be cost-effective only if equipment prices were reduced by
80% and the service operated at twice the level of productivity observed in the trial.53
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Telehealth services could reduce health-care expenditure and therefore aid the sustainability of the NHS
only if they substituted for the use of other more expensive health-care resources. We observed no
reduction in the costs of primary or secondary care in the Healthlines trials. The WSD evaluation did
identify reductions in the cost of hospital and community care,53 but the interpretation of this finding is
debatable because of a short-term spike in hospital admissions in the control group when the trial
began.155 Other studies that have demonstrated cost savings from telehealth have generally either been
conducted in the USA, with their very different health-care system, or been of low quality.415

On the other hand, telehealth could aid the sustainability of health-care systems if it allows the use of
less highly trained staff to provide equally good care at a similar cost as more conventional approaches.
This was the case with the Healthlines depression intervention, which provided similar results to those of
earlier studies that have relied on mental health workers. In this scenario, the argument is not about more
cost-effective use of resources, but allowing the expansion of services to meet growing needs if there are
shortages of trained health workers.

Despite these somewhat pessimistic conclusions, the underlying enthusiasm for the potential role of new
technologies to transform health care is understandable, based on the way that most other services in
other aspects of life have changed over the last 30 years. Within health care, there are examples of simple,
low-cost technologies that have been shown to improve health and provide more convenient care, such as
the txt2stop programme for smoking cessation419 and the use of home monitoring and self-titration of
medication for hypertension.147 In the Healthlines trials, we attempted to combine these and other
interventions in a comprehensive new approach to supporting self-management based on telehealth,
which was less successful. It may be that this approach to whole-system change based on telehealth is
over-ambitious. Rather than attempting a step change in service delivery, telehealth may become
normalised in an incremental fashion, with one new technology being introduced at a time for a specific
purpose. Some of these innovations will find a place in the tapestry of health-care services and some that
do not meet a need will be superseded. This kind of piecemeal development would parallel the way in
which other innovations based on technology have come to be used in everyday life. However, there is a
danger that even this kind of stepwise introduction of technology could lead to incremental increases in
costs without concomitant benefits and so caution and independent evaluation will still be important.

Telehealth includes a wide range of technologies and approaches and is a rapidly evolving field in which the
cost of technology usually drops rapidly as it becomes widespread. Although the approach used in the
Healthlines programme had limited success, we still face the conundrum that some trials of specific telehealth
interventions appear to be successful, yet without much of a clear pattern about why some interventions are
effective whereas others are not. The challenge is therefore to continue to innovate and to try to understand
what works, how, for which groups of patients and in what circumstances. The TECH model developed
through this research programme will hopefully provide a useful framework to focus attention on areas for
development (e.g. the importance of patient engagement, the need to optimise treatment and the
importance of integration with primary care services) and also provide a framework for evaluation.

Conclusion
In the Healthlines research programme we used a range of methods to develop a comprehensive
telehealth approach to support the management of LTCs, based on a clear conceptual framework.
We evaluated this intervention through large pragmatic multicentre RCTs in two exemplar conditions of
depression and raised CVD risk. Our evaluation provided some evidence that the intervention was
associated with modest health benefits. Patients receiving the Healthlines Service had more positive
experiences accessing health care, more support for self-management and higher levels of satisfaction with
the treatment they received. The small benefits and extra cost of the Healthlines Service for depression
suggested that it was unlikely to be cost-effective, but the Healthlines Service for raised CVD risk was likely
to be cost-effective if the benefits observed are sustained over a long period.
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Appendix 2 Quality assessment of qualitative
papers according to the Critical Appraisal Skills
Programme criteria

Study

CASP criteriaa

Q1 Q2 Q3 Q4 Q5 Q6 Q7 Q8 Q9 Q10

Armstrong 2007107 Y Y Y Y Y N Y Y Y Indicates the value of asynchronous
communication to various stakeholder
groups

Armstrong 2009116 Y Y Y Y Y Y Y Y Y Provides limited evidence from a small
sample on patient perspectives of
perceived support available through
internet sites

Beattie 200998 Y Y Y Y Y N Y Y Y Provides evidence on patients’ actual
experiences of online CBT. Good design
(before-and-after interviews). Weighted
towards women. Further work targeting
men needed and, therefore, questions
about transferability

Cornwall 2008123 Y Y Y Y Y Y Y Y Y Provides nurse and patient perceptions
on e-mail communication. Restricted to
small sample

Dinesen 2006114 Y Y Y N Y Y N U U Limited to three patients and one staff
team. It does highlight some indicators
for the use of DiasNet (diabetes decision
support system) and some benefits of
Diasnet for monitoring and improving
patients’ understanding of their
condition

Dinesen 2008117 Y Y Y Y Y N Y Y Y Reveals new aspects of home
hospitalisation and perceived advantages
of telehomecare

Dinesen 2009122 Y Y Y Y Y Y Y Y Y Gives an indication of nurse fears about
telehomecare in particular and the need
to form new working relationships for
success

Griffiths 200697 Y Y Y NA Y NA NA Y Y Identifies some advantages and
disadvantages of internet interventions
targeting a range of health issues.
Limited to internet interventions

Hanley 2009101 Y Y Y Y Y Y Y Y Y Presents preliminary findings that it is
possible to create therapeutic
relationships with young people online

Hibbert 2004115 Y Y Y U Y N Y N Y Provides limited evidence of nurses’
perceptions of telehealth (small sample).
Particularly focuses on problems
associated with telehealth
implementation

Hopp 2007109 Y Y Y Y Y N N Y Y Suggests that monitoring and messaging
devices not appropriate for all patients;
useful with regard to identifying barriers
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Study

CASP criteriaa

Q1 Q2 Q3 Q4 Q5 Q6 Q7 Q8 Q9 Q10

Høybye 2005113 Y Y Y Y Y U Y Y Y Limited to cancer. Women’s experiences
of empowerment through a single
internet site only

Kahn 2009111 Y Y U NA Y Y N Y Y Limited because progress notes were
taken by one nurse only. No link
between notes and clinical readings for
diabetes. Gives some indication of how
transient patients with complex needs
might benefit from telephonic nurse case
manager and describes practices in
telephonic case management

Kerr 2005120 Y Y Y Y Y N Y U N Gives some indication that participants
see the value of interactive health
communication applications, but limited
support/detail of findings provided
(see Kerr et al.121 for further details)

Kerr 2006121 Y Y Y Y Y N N Y Y Looks at interactive health
communication applications for a range
of LTCs. Generates useful information
regarding important features of
interactive health communication
applications

LaFramboise 2009118 Y Y Y Y Y Y Y Y Y Provides useful information regarding the
acceptability, ease of use and difficulties
of a single system only – Health Buddy
(Health Hero Inc.) – but small sample size
(n= 13). Authors note comparison
with other devices may better inform
health-care providers’ decision making.
Authors also note time between parent
trial and interviews may have impacted
on participants’ ability to recall
components of the experience
adequately

Lahdenperä 2000100 Y Y Y Y Y U U Y Y Explores some of the advantages of
using IT as a tool in the treatment of
hypertension (patient attitudes before
taking part in a trial)

Lamothe 2006103 Y Y Y Y Y N N N Y Provides information on major impact of
telehomecare on patients and providers
and explains how this may be achieved.
Identifies two models. Some
methodological concerns about this
study

Liddy 2008104 Y Y Y Y Y N U Y Y Gives preliminary evidence only of
benefits and limitations of telehomecare
linked to primary care

Mackert 2009108 Y Y Y U Y Y N Y Y Gives some indication of individual needs
and preferences for e-health, particularly
for adults with lower literacy skills

Marziali 2009112 Y Y Y Y Y N Y Y Y Provides feedback on single intervention
only, but some indication of the value of
internet-based support provided by
facilitators
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Study

CASP criteriaa

Q1 Q2 Q3 Q4 Q5 Q6 Q7 Q8 Q9 Q10

Nilsson 2010102 Y Y Y Y Y Y N Y Y Gives two district nurses’ perspectives
on information and communication
technology in nursing care. However,
there is a lack of generalisability
(important relationships revealed, but
difficult to see if the same relationships
would manifest themselves in other
subjects; p. 264). Findings not applicable
to all kinds of care

Overberg 2007124 Y Y Y Y Y Y Y U Y Gives evidence of requirements for
internet-based applications, but
represents only active information
seekers because of recruitment strategy.
Limited to cancer

Pinnock 2007110 Y Y Y Y Y N Y Y Y Gives initial data based on a small
number of clinicians and patients that
mobile telephone-based systems have the
potential to support self-management

Rahimpour 2008105 Y Y Y Y Y Y Y Y Y Adds to evidence base by identifying
anxiety and self-efficacy as important
variables that should be included in
future Home Telecare Management
System acceptance models. Informs the
development of the Home Telecare
Management System acceptance model,
which is the theoretical framework for
the next stage of the model

Sandberg 2009106 Y Y Y Y Y U Y Y Y Unique to this intervention – not
generalisable to other settings or other
types of telehealth case management

Scharer 2009119 Y Y Y Y Y Y Y Y Y Shows the efficacy of chat room and
telephone support, but limited to small
sample size. Shows that the interventions
provided social support to these mothers

Swinton 200999 Y Y Y U Y N Y Y Y Gives patients’ and primary care
physicians’ views on telehealth. Limited
by participants being from the state of
Nebraska only and only 10–15 minutes
of each focus group was spent on issues
relating to telehealth.

Waller 200981 Y Y Y NA Y NA NA Yb Y Limited qualitative comments (only three
high-quality studies reviewed), but
suggest acceptability is high among those
in included studies. Review suggests
qualitative evidence is generally poor

N, no, does not meet the criterion; NA, not applicable; U, unsure if criterion is met; Y, yes, meets the criterion.
a The 10 CASP criteria96 are as follows: Q1, Was there a clear statement of the aims of the research?; Q2, Is a qualitative

method appropriate?; Q3, Was the research design appropriate to address the aims of the research?; Q4, Was the
recruitment strategy appropriate to the aims of the research?; Q5, Were the data collected in a way that addressed the
research issue?; Q6, Has the relationship between researcher and participants been adequately considered?; Q7, Have
ethical issues been taken into consideration?; Q8, Was the data analysis sufficiently rigorous?; Q9, Is there a clear
statement of findings?; Q10, How valuable is the research?
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Appendix 3 Data extraction of qualitative
evidence for long-term conditions and telehealth

Study, country
Disease or setting, participants and
methods Intervention and focus

Armstrong 2007,107

UK
Diabetes (patients with type 1 diabetes who
used insulin pumps). Patient consensus was
gathered via email on the important and useful
features of internet-based systems used for
LTCs or chronic conditions

Patients and experts for stakeholder opinion
(three focus groups with three to five
participants in each), five interviews with HCPs

Expert workshop

Proposed virtual clinic to ‘provide people living
with diabetes and their healthcare professionals
access to records of their condition (including
uploaded blood glucose readings), a messaging
facility, information and advice for patients,
and peer-to-peer support area’

Armstrong 2009,116

UK
Diabetes

12 patients took part in three focus groups;
five patients took part in pretesting

Patient focus groups and pretesting followed by
focus group reported in this paper (6-month
pilot reported elsewhere)

Virtual clinic system

Beattie 2009,98 UK Depression (at least moderate)

24 patients from five general practices in the
UK, mostly female (17/24; 22–66 years of age).
No discernible patterns in data linked to other
sociodemographic backgrounds

24 interviews prior to therapy, 20 post therapy

10 sessions of CBT delivered via the internet by
a psychologist. Patients were given a manual
on how to access therapy sessions, including
booking and ‘attending’ appointments. The
patient and therapist agreed an appointment
time when they both logged onto the web
page. Interaction was through questions and
answers similar to instant messaging

Cornwall 2008,123

UK
Lung cancer

16 patients and family members (10 male,
6 female)

Review of e-mail contact (44 e-mails by
16 patients and family members); 12/16 invited to
complete a questionnaire. Focus group/reflective
session with lung cancer nurse specialists

E-mail contact between lung cancer nurse
specialists and patients and family members

Dinesen 2006,114

Denmark
Diabetes (insulin dependent)

Three patients (male, aged 45–57 years) and
diabetes team members (two diabetes nurses,
a consultant doctor, a medical secretary and a
dietitian). Two stages of qualitative interviews
with patients. Narrative approach used. Health
professionals: documentary material and
observation were used as data collection
techniques to gain a basic understanding of
characteristics, contexts and phenomena. In
total, 10 qualitative interviews were carried out

Qualitative interviews with each team member
before and after implementation of DiasNet
(diabetes decision support system). Focus group
with diabetes team members

DiasNet – keeps track of carbohydrate and
blood glucose levels
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Study, country
Disease or setting, participants and
methods Intervention and focus

Dinesen 2008,117

Denmark
Heart failure

Four patients with heart failure, four with
arrhythmia (six male, age 67 ± 9.3 years; two
female, age 76± 11.3 years; six spouses). Had
been admitted to hospital for 1–12 days (mean
4.4 days). Home hospitalised with telehomecare
for 1–6 days (mean 3.75 days). Total number of
admission days 8.1

Phenomenological hermeneutic approach.
Triangulation of data from electronic patient
records. Participation observation and
qualitative semistructured interviews

Home hospitalisation with telehomecare
following acute event and treatment in hospital

Dinesen 2009,122

Denmark
Heart patients (past acute phase)

HCPs

Action research; triangulation of data –

documents, participatory observations,
qualitative interviews; focus group interviews

Home hospitalisation with telehomecare
following acute event and treatment in hospital

Griffiths 2006,97 UK Patients with cancer, HIV infection, mental
health disorders, eating disorders and back
pain; health promotion issues such as smoking,
physical activity and obesity; and interventions
aimed to support carers of those with
Alzheimer’s disease and stroke, parents of
babies and parents of children in intensive care

Qualitative systematic review of peer-reviewed
evaluations of interventions (28 interventions,
nine pilots)

CBT for a range of mental health issues

Provides a qualitative review of peer-reviewed
health interventions delivered to a known
client/patient group using networked features
of the internet’

Hanley 2009,101 UK Various

Seven individuals (young people)

Mixed-methods study (qualitative element:
interviews)

Online counselling

Hibbert 2004,115 UK COPD

12 nurses

Ethnographic, with participant observation
related to a 13-month period

Telehealth

Hopp 2007,109 USA Diabetes

Clinicians including 10 registered nurses (four of
whom were also nurse practitioners). Included
those providing monitoring and messaging
device services from outpatient clinic care and
home care programmes

In-depth semistructured interviews

Monitoring and messaging devices as part of
telehealth

Høybye 2005,113

Scandinavia
Breast cancer

15 women with breast cancer

Ethnographic case study [12 face-to-face
interviews and nine online interviews plus e-mail
contributions and observations (virtual)]

Internet support group/mailing list
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Study, country
Disease or setting, participants and
methods Intervention and focus

Kahn 2009,111 USA Diabetes and mental health problems

539 Gold Choice members and telephonic
nurse case manager. Patients were middle-aged
(8% were aged < 40 years) and all were
Medicaid recipients (presumed to have a low
socioeconomic status)

Qualitative analysis of patient progress notes
(853 de-identified progress notes) and interview
with TNCM

TNCM

Kerr 2005,120 UK
(linked to
Kerr 2006121)

LTCs (diabetes, ischaemic heart disease,
hepatitis C, parents of children with asthma or
diabetes mellitus, caregivers of people with
Alzheimer’s disease)

40 participants including patients and carers

Eight focus groups; thematic analysis

ICHAs – interactive computer-based
information packages

Kerr 2006,121 UK Range of LTCs (adult patients with diabetes,
ischaemic heart disease or hepatitis C; parents
of children with asthma or diabetes mellitus;
caregivers of people with Alzheimer’s disease)

40 patients and caregivers (mixed
socioeconomic background, including ethnic
minorities, rural, lower socioeconomic status,
urban)

10 focus groups (two to eight participants in
each)

ICHAs or internet interventions – patients/carers
accessed a networked personal computer
preloaded with three interventions (participants
used each internet intervention for up to
30 minutes)

LaFramboise
2009,118 USA

Heart failure (77% class II)

13 patients (eight Health Buddy only, five
HealthBuddy and home visit; 61% female;
mean age 68 years; 54% lived alone;
92% white; 62% high school diploma)

Focus groups (three to four participants) and
individual interviews. Content analysis used to
analyse data

Health Buddy (Health Hero Inc.) with display
screen and buttons that attach to a telephone
line. Participants using the Health Buddy were
asked seven questions daily about their
symptom status and ability to follow the
prescribed regimen

Lahdenperä 2000,100

Finland
Hypertension, high blood pressure

21 patients (aged 32–63 years)

Interviews

IT

Focus on experiences of technology and
expectations of technology in the treatment of
hypertension

Lamothe 2006,103

Canada
COPD, cardiac insufficiency, hypertension,
unstable diabetes. Many patients had a severe
condition in two of three pathologies

82 patients (26 Quebec, 45 urban Manitoba,
11 rural Manitoba)

82 individual interviews and five group
interviews with managers, partners,
professionals and patients

Telehomecare including daily taking and
sending of required measures (vital signs)

Liddy 2008,104

Canada
Multiple chronic illness identified as ‘at risk’ for
functional decline, physical deterioration

22 patients aged 50+ years (from RCT)

Telehomecare including monitoring devices.
Nurse practitioners and pharmacist upload to
web via telephone lines (run by primary care
service, not commercial provider)
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Study, country
Disease or setting, participants and
methods Intervention and focus

Pilot, questionnaires, focus group with nurse,
pharmacist and doctors, interviews (including
initial telephone survey) with patients and
health professionals. Thematic analysis of
qualitative data

Mackert 2009,108

USA
Obesity and health

43 parents (mothers and fathers; African
American, Hispanic and white; age > 18 years;
had not completed a 4-year college degree or
worked in the health-care field)

Focus groups

Discussion of internet use for health
information and the demonstration of a
website designed specifically for users with low
levels of health literacy and asking participants
about ideas under consideration for future
interventions

Marziali 2009,112

Canada
Chronic disease

18 community-dwelling older adults

Interviews

Internet-based support group programme:
participants provided with equipment
(computers, webcams, headsets) and trained to
access easy-to-use, password-protected website
that uses videoconferencing to support group
member–facilitator interactive communication

Nilsson 2010,102

Sweden
Serious chronic illness

Highly qualified and experienced nurses caring
for two patients with serious chronic illness
living at home (who required extensive 24-hour
care)

Case studies with repeated semistructured
interviews with nurses (interviewed before the
implementation started, 2 months after the
implementation and after the implementation
period had finished)

Information and communication technology at
home: new technology in the form of an
electronic messaging programme called
Rexnet and mobile telephones with internet
connection. Programme consisted of different
virtual rooms and enabled the district nurses to
communicate with patients by sending and
receiving text messages

Overberg 2007,124

Netherlands
Breast cancer

26 patients (mean age 51 years)

Qualitative interviews

Internet

Pinnock 2007,110 UK Asthma

48 participants (34 adults and teenagers with
asthma and 14 asthma nurses and doctors);
39 participated in six focus groups. Patients
were recruited in Lothian (central Scotland) and
Kent and were of mixed age, sex and
socioeconomic status

Focus groups during which participants were
shown an example of a mobile telephone-based
monitoring system that had been trialled in
asthma patients

Potential role of mobile telephone-based
monitoring for asthma self-management
(including transmitting symptoms and peak
flows, with immediate feedback of control and
reminder of appropriate actions)

Rahimpour 2008,105

Australia
Chronic heart failure (NYHA classes II–IV), COPD
or both

77 volunteers (64% of those approached) from
seven different ethnic groups; age > 40 years
(range 50–90 years, mean and median
age 71 years)

Focus group interviews (groups of
6–12 participants)

HTMS: shown a video demonstrating the HTMS
and its operation, followed by a demonstration
of the HTMS prototype. Participants asked their
perceptions in potentially real situations
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Study, country
Disease or setting, participants and
methods Intervention and focus

Sandberg 2009,106

USA
Diabetes

10 certified diabetes educators [five registered
nurses, two registered dieticians, two registered
as both; three described themselves as Latina,
one as bi-racial (Native and African American)
and five as white]. Worked in their respective
field for an average of 19 years (range
4–39 years)

Semistructured interviews. Used grounded
theory approach to qualitative research

IDEATel (Informatics for Diabetes Education and
Telemedicine)

Scharer 2009,119

USA
Child mental health/psychiatric problems

11 mothers of children with psychiatric
problems. Educational attainment of mothers
from grade school education to college
graduates

Qualitative description of mother and nurse
interactions

Qualitative description of mother and nurse
interactions with web-based social support
intervention (chat room available once a week
in the late evening for an hour; nurse facilitator
always available when chat room was open)
compared with telephone social support (calls
made every other week for 6 months)

Swinton 2009,99

USA
Depression – PHQ-9 used to assess severity
of depression. Patients ranged from having
severe depression to some who did not receive
a score indicating depression

Patients recruited from 15 different sites (sites
were between 71 and 307 miles from an urban
city with a population > 50,000; all sites were
government-designated mental health
professional shortage areas). A total of
17 primary care physicians in rural Nebraska
and 28 patients (22 female, 6 male) were
included

10 focus groups, qualitative multiple case study
design; one individual interview

Telehealth (use of therapy via the internet,
satellite transmission or other technological
means)

Waller 2009,81 UK Psychiatry

Systematic review (46 papers representing
36 studies)

Integrative review

Computerised CBT

Focus on acceptability, accessibility and adverse
consequences

HIV, human immunodeficiency virus; HTMS, Home Telecare Management System; ICHA, Interactive Health Communication
Application; NYHA, New York Heart Association; TNCM, telephonic nurse case manager.
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Appendix 4 Summary of included studies
addressing changes in overall cardiovascular disease
risk factors
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Appendix 5 Cochrane risk of bias assessment

Study
Sequence
generation

Allocation
concealment

Blinding
participants
and personnel

Blinded
outcome
assessment

Incomplete
outcome
data

Selective
outcome
reporting

‘Other
issues’

Bennett 2011420 ? ? – – – – –

Bove 2011181 + ? – ? – + +

Broekhuizen 2012184 + + – ? + + +

Claes 2013180
– + ? ? + + ?

Cook 2007421 ? ? – ? + + +

Dekkers 2011179 + + – ? – + –

Nolan 2011182 + + + ? + + +

Nolan 2012183 + + + + – + –

Ruffin 2011422 ? ? – ? + + +

Sone 2010178 + ? – ? – + +

Verheijden 2004423 + + + + + ? –

Wakefield 2011424
– + ? ? – + +

Wister 200748 + + – + – + –

+, low risk of bias; –, high risk of bias; ?, unknown risk of bias.
This table is reprinted from Preventive Medicine, vol. 64, Merriel SW, Andrews V, Salisbury C, Telehealth interventions for
primary prevention of cardiovascular disease: a systematic review and meta-analysis, pp. 88–95, copyright 2015, with
permission from Elsevier.61
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Appendix 6 Subset of constructed questionnaire
items

Socio-demographics items: 
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Access Difficulties: 

 Service Delivery items: 
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Physical Access items: 

Technology-related Factors: 

Technology Availability items (Phone (items a-b), Email/Internet (items c-

d)): 

Technology Confidence items (Phone Confidence (items a-c), 

Email/Internet Confidence (items d-f), Social Media Confidence (items g-

i)): 
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Telehealth Advantages & Disadvantages items: 
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Past Telehealth Satisfaction item: 

Interest in using Telehealth items (Phone-based (items a-c), Email/Internet-based 

(items d-f), Social Media-based (items g-i)): 
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Appendix 7 Depression and cardiovascular
disease risk patient management software

Note: these depression system screenshots, as well as the content in Appendices 9, 12, 13, 15 and 16,
have been reproduced with permission from Solent NHS Trust.

Depression management system: screenshot of first question
in encounter 1
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Depression management system: screenshot of example
question during encounter 2

Note: the CVD risk system screenshots in this appendix have been reproduced with permission from
Professor Hayden Bosworth (Duke University, Durham, NC, USA).
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Cardiovascular disease risk management system: screenshot of
intervention schedule tab
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Cardiovascular disease risk management system: screenshot of
first question in encounter 1
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Cardiovascular disease risk management system: screenshot of
example question during encounter 2
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Cardiovascular disease risk management system: screenshot
example of smoking cessation advice during encounter 2

Cardiovascular disease risk management system: screenshot
example of smoking cessation information to send to patient
during encounter 2
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Appendix 8 Excerpts of computerised scripts from
the Healthlines Service for the depression and
cardiovascular disease risk interventions

Note: this content has been reproduced with permission from Solent NHS Trust.

Extract from health information advisor script for depression:
encounter 3

2b. For LLTTFi users
Is there anything about LLTTF you would like me to go over again with you?

HIA to respond accordingly.

How did you get on with session 1 in LLTTF – (Introduction and Why do I feel so bad?)?

HIA to allow patient to respond.

l Problems encountered – go to 3.2b.1.
l No problems encountered – go to 3.2b.2.

3.2b.1 If patient had encountered problems, e.g. not completed session 1
Not to worry; was there a reason for this; is there anything I can help you with?

If patient has been unable to complete session 1 or the assignment or has had other difficulties,
encourage them to use the review sheet to help them reflect on what problems occurred and why and
then to use the planner sheet to try a different approach.

If applicable, encourage the patient to resume or start session 1 as soon as possible and, if appropriate,
get them started on it again, ensuring they know how to continue.

HIA to try to resolve session 1 issue before moving on to discussing status of assignment.

l Problem with session 1 – where assignment attempted but not completed – go to 3.2b.3.
l Problem with session 1 where assignment was completed – go to 3.2b.4.
l Problem with session 1 where assignment not attempted prior to this call – go to 3.2b.3.

3.2b.2 If no problems encountered
Well done. I hope you are pleased with yourself.

You have achieved your first goal to complete session 1.

Did you also manage to complete your assignment?

HIA to allow patient to respond then HIA respond as appropriate.

l Problems encountered – go to 3.2b.3.
l No problems encountered – go to 3.2b.4.
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3.2b.3 If patient had encountered problems
Not to worry, was there a reason for this; is there anything I can do to help you with this?

HIA to try to resolve issue and reassure the patient before moving on.

l Go to next question – go to 3.2b.4.

3.2b.4
Ok; try to keep putting into practice what you have learned, and don’t be put off if you have any setbacks,
it’s not always easy – just keep working at it – you’ve made a good start.

I think we can now move onto LLTTFi session 2.

In session 2 you can choose to concentrate on either:

l unhelpful behaviour or
l unhelpful thinking.

You are asked to choose a behaviour or a thought to work on that you find unhelpful.

Then your assignment will be to do a five areas assessment on your unhelpful thinking or behaviour so you
can work towards changing it for the better.

Whichever one you don’t choose here in session 2, you get the chance to work on it in session 3.

Which area do you think you’d like to look at in session 2, thinking or behaviour?

HIA to allow patient to respond.

Remember to download/use the workbook for session 2, where you’ll find your DOs and DON’Ts card
which you will need and don’t forget your Planner and Review sheets.

HIA to ask patient to summarise their understanding so far and deal with any misunderstanding
or questions.

. . . and remember, you are not on your own, if you have any problems with any of the sessions or other
aspects of LLTTF, you can call us and leave a voicemail message or e-mail us and we will get back to you
to offer you assistance. I will give you the contact details and opening times of the service at the end of
our call.

When you have completed session 2, spend the next week or so studying your workbook and homework
tasks in time for our next call.

Good luck with session 2 – I hope you enjoy it!

We will see how you got on with it in our next call.

l Go to next question – go to 3.3.0.

3.3.0

3. Big White Wall
HIA: Was this patient given an access code for Big White Wall on previous call?
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l Yes – go to 3.3.1.
l No – go to 3.3.2.

3.3.1
If the patient was given an access code for BWW on previous call:

How are you getting on with Big White Wall?

Allow patient to respond, affirm response and HIA to give encouragement if necessary.

l Go to next question – go to 3.4.

3.3.2
If the patient was not given an access code for BWW on previous call:

Have you thought about Big White Wall since our last call? Would you now like to join?

Check that they are interested in social media sites/forums, etc.

l Yes – go to 3.3.2a.
l No – go to 3.3.2b.

3.3.2a
Ok, I can send you a link to Big White Wall now. You will receive an e-mail with the link shortly – all you
have to do then is to click the link and you will be presented with a page where you are asked to enter
your e-mail address and a password and user name of your choice – then you are registered!

HIA access BWWProfessional (using password and user name allocated by BWW).

Enter patient’s e-mail address and trial ID number into the appropriate fields.

Inform patient that they will receive an e-mail shortly containing a link to BWW.

l Go to next question – go to 3.4.

3.3.2b
That’s fine, social media sites are not for everyone, but if you change your mind you can always contact us
and let us know.

l Go to next question – go to 3.4.

3.4

4. Summary
Use notes section to record brief notes on session, e.g.:

l risk questions asked (PHQ-9 questionnaire)
l sessions completed/in progress
l any difficulties encountered by patient
l agreed actions planned between now and next session
l worsening instructions – getting urgent help.
l Go to closing script – depression.

The patient e-mail template will be generated at the end of this encounter.
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Extract from the health information advisor script for
cardiovascular disease risk: statin module 56

Note: this module discusses the risks and benefits of taking statins and explores a patient’s suitability for
taking statins.

56.0 Script
HIA: Have you already delivered the statin module during this call?

l 1 = Yes I have – go to next module – 1(4.0Script), 2(6.0), 3(8.0), 4(4.0Script), 5(19.0Script), 6(21.0b/
21.0/21.0a*), 7(8.0), 8(21.0b/21.0/21.0a*), 9(8.0), 10(20.0), 11(14.0), 12(21.0b/21.0bScript/21.0a_6*).

l 2 = No I have not – continue to statins (go to 56.0).

56.0 Are you currently taking a statin?
If No – stopped taking on own, ask subject WHY and WHEN. This can be added to the NOTES section of
computer program.

If No – my doctor ordered it to be stopped or No – it was never prescribed, remove stopped medicine(s)
from the medication list.

l 1 = Yes (go to next module) – 1(4.0Script), 2(6.0), 3(8.0), 4(4.0Script), 5(19.0Script), 6(21.0b/21.0/
21.0a*), 7(8.0), 8(21.0b/21.0/21.0a*), 9(8.0), 10(20.0), 11(14.0), 12(21.0b/21.0bScript/21.0a_6*)].

l 2 = No – stopped taking on own (go to 56.0a).
l 3 = No – my doctor ordered it to be stopped (go to next module) – 1(4.0Script), 2(6.0), 3(8.0), 4

(4.0Script), 5(19.0Script), 6(21.0b/21.0/21.0a*), 7(8.0), 8(21.0b/21.0/21.0a*), 9(8.0), 10(20.0), 11(14.0),
12(21.0b/21.0bScript/21.0a_6*).

l 4 = No – it was never prescribed (go to 56.1).

56.0a Is your doctor aware that you have changed/stopped this medicine(s)?

l 1 = Yes (go to 56.1).
l 0 = No (go to 56.0b).
l 777 = DK (go to 56.0b).
l 888 = Refused (go to 56.0b).

[statin0a]

56.0b
It is important to tell your doctor if you are having trouble with your cholesterol medicine. It’s best to
discuss any changes with him/her before changing or stopping your medicine(s). You and your doctor
should work together to find the right cholesterol medicine(s) for you. I encourage you to contact your
doctor within this week to inform him/her about your decision.

l Go to next module – 1(4.0Script), 2(6.0), 3(8.0), 4(4.0Script), 5(19.0Script), 6(21.0b/21.0/21.0a*),
7(8.0), 8(21.0b/21.0/21.0a*), 9(8.0), 10(20.0), 11(14.0), 12(21.0b/21.0bScript/21.0a_6*).

56.1
I will now discuss the risks and benefits of taking a statin. If you decide that you want to start taking a
statin we will complete a brief assessment and send this to your GP so you can discuss this further.

Note to HIA: Use critical thinking to go through the risks and benefits of statins. Not all statements need
be used depending on the patient’s reasons for not taking a statin.
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Benefits of statins

1. Lowers your risk of having a heart attack or stroke. If you have certain risk factors including raised
blood pressure, being a smoker and being overweight then you have a 2 in 10 chance or more of
developing CVD in the next 10 years. Taking a statin can substantially reduce this risk.

2. Reduces the amount of cholesterol made by your liver. Excess cholesterol is deposited in the blood
vessels (atherosclerosis).This narrows the blood vessels and limits the amount of blood and oxygen
delivered to your body. If this happens to the blood vessels (coronary arteries) in the heart muscle, it can
cause chest pain (angina) and in severe cases a heart attack (myocardial infarction). If this happens to
the blood vessels in your brain, it can cause a stroke.

Risks of statins

1. Most people do not get side effects or just minor ones that getter better with time. About 1–3% of
people get minor side effects. These include tiredness, vague aches and pains, headache, feeling sick,
indigestion, diarrhoea or constipation.

2. Important but rare side effects are muscle problems and liver problems. Muscle problems (myopathy) –
muscle and tendon pain, stiffness, muscle weakness or cramping. You should tell your doctor if you get
any of these. Stopping the statin or reducing the dose will usually return your muscles to normal.
Liver problems – if you take a statin, you will have regular blood tests to check on your liver. People
with liver disease or persistently abnormal liver tests should not take a statin unless considered
necessary by their doctor. If you get liver problems, stopping the statin or reducing the dose will usually
return your liver to normal.

3. Statins have interactions with a number of other medicines. You will need to discuss this with your
doctor. Always check the patient information leaflet that comes with your medicine before taking it.

If you would like more information I can e-mail you a leaflet (www.patient.co.uk/health/Statins-%
28Cholesterol-Lowering-Medicines%29.htm).

l 1 = Information provided (go to 56.2).
l 0 = Information not provided (go to 56.2).

[statin1]

56.2 Does the patient want to be referred to their GP to discuss taking
a statin?

l 1 = Yes – complete patient assessment/GP referral letter (go to 56.3a).
l 0 = No – go to next module (go to 56.2 script).

[statin2]

56.2 Script
HIA: Which module do you need to go to now?

If you need to complete the Medicines module choose the first option, otherwise choose ‘Go to next
module’ option.

For a subject initiated call, ALWAYS choose the first option to return to Medicines module.

l 1 = Go back to Medicines module (go to 2.4e1).
l 0 = Go to next module – 1(4.0Script), 2(6.0), 3(8.0), 4(4.0Script), 5(19.0Script), 6(21.0b/21.0/21.0a*),

7(8.0), 8(21.0b/21.0/21.0a*), 9(8.0), 10(20.0), 11(14.0), 12(21.0b/21.0bScript/21.0a_6*).
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*Programming information: The system will automatically go to one of three options for encounters 6,
8 and 12, depending on the conditions set as follows:

l 21.0b – if the patient’s BMI < 25
l 21.0 – for encounters 6 and 8 – if the patient’s BMI is 25 or more and they set a weight loss goal in

encounter 3
l 21.0bScript – for encounter 12 – if the patient’s BMI is 25 or more and they set a weight loss goal in

encounter 9
l 21.0a – for encounters 6 and 8 – if the patient’s BMI is 25 or more and they did not set a weight loss

goal in encounter 3
l 21.0a_6 – for encounter 12 – if the patient’s BMI is 25 or more and they did not set a weight loss goal

in encounter 9.

[56.2Script]
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Appendix 9 Screenshots of depression and
cardiovascular disease risk patient web portal

The Healthlines Service web portal: depression home page

(Note: only clickable tabs differed for CVD risk)
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The Healthlines Service web portal: depression page
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The Healthlines Service web portal: ‘Welcome Pack’ page
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The Healthlines Service web portal: ‘Request a Call Back‘ page

The Healthlines Service web portal: ‘Letters to my GP‘ page
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The Healthlines Service web portal: ‘Urgent Help‘ page

The Healthlines Service web portal: ‘My Heart Health‘ page
(‘Information‘ tab)
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The Healthlines Service web portal: ‘My Heart Health‘ page
(‘Taking Your Blood Pressure‘ tab)
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The Healthlines Service web portal: ‘My Heart Health‘ page
(‘Enter New Blood Pressure Reading‘ tab)
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The Healthlines Service web portal: ‘My Heart Health‘ page
(‘Enter New Blood Pressure Reading‘ tab, high
reading warning)
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The Healthlines Service web portal: ‘My Heart Health‘ page
(‘Blood Pressure History‘ tab)

The Healthlines Service web portal: ‘My Heart Health’ page
(‘Blood Pressure Targets’ tab)
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Appendix 10 Welcome Pack (depression trial)

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

365



• 

• 

• 

• 

APPENDIX 10

NIHR Journals Library www.journalslibrary.nihr.ac.uk

366



 
 

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

367



APPENDIX 10

NIHR Journals Library www.journalslibrary.nihr.ac.uk

368



DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

369





Appendix 11 Example screenshots from the
Living Life to the Full Interactive programme

Note: All screenshots in this appendix have been reproduced with permission from Media
Innovations Ltd.

Example of course content selection screen:
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PHQ-9, GAD-7 and Work and Social Adjustment Scale data are collected and stored at the beginning of
each session:
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Living Life to the Full Interactive builds up a picture of the patients’ symptoms and contributory problems:
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Interactive questions and responses lead the patient through content specific to both behaviour and
thought problems:
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Each session sets a ‘homework’ task to be completed before the next session and responses can be
reviewed by the HCP and patient:
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Alternative pathways through the content are offered to the patient to help address the most prevalent
condition or symptom:
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Once contributing thoughts or behaviours have been identified, positive coping strategies are explained
and the patient is encouraged to implement these:
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Self-assessment by the patient is taught and skills are developed to analyse and positively interpret
situations and events:
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Appendix 12 Sample letter to depression
patients’ general practitioner with update on
PHQ-9 score

GP name The Healthlines Study

GP address line 1 c/o Solent NHS Trust

Address line 2 Adelaide Health Centre

Address line 3 Western Community Hospital Campus

Address line 4 William Macleod Way

Postcode Milbrook

Southampton

SO16 4XE

Telephone:

Today’s date

Patient’s name: (imported into note)

Patient’s date of birth: (imported into note)

Address: (imported into note)

NHS number: (imported into note)

Patient’s Healthlines study number: (imported into note)

PHQ-9 score

This patient is participating in the Healthlines Service. This is a Telecoaching Case Management
programme designed to support patients with long-term health conditions.

This patient is taking part in the Healthlines Service because of depression.

This consists of regular phone calls from an advisor, helping the patient to make good use of resources
available over the internet such as cognitive behaviour therapy.
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As part of this service, we regularly assess the patient’s PHQ-9 score in order to monitor their progress.
We inform you of these scores for your information.

Their latest PHQ-9 score was xxxxx on xxxx

Other important information for GP:

[free text for completion by HIA, if required]

Kind regards

[HIA name]

Healthlines Service
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Appendix 13 Modular structure of intervention
encounters in the depression trial
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Appendix 14 Example screenshots of features
available from the Big White Wall programme
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Appendix 15 Modular structure of intervention
encounters in the cardiovascular disease risk trial
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Appendix 16 Sample letter to general
practitioner of cardiovascular disease risk patient to
request a review of blood pressure medication

Note: the NICE guidance contained within this sample letter was correct at the time of publication and
comes from the following source: National Institute for Health and Clinical Excellence (2011) CG 127

Hypertension: Clinical Management of Primary Hypertension in Adults. London: NICE.268 Available from
www.nice.org.uk/CG127. Reproduced with permission. The NICE Bites summary contained within this
sample letter is reproduced with permission from Editor: Banks L, North West Medicines Information
Centre. NICE Bites; Hypertension, No 34: September 2011.

The Healthlines Study 

c/o Solent NHS Trust 

Adelaide Health Centre 

Western Community 

Hospital Campus 

William Macleod Way 

Millbrook

Southampton 

SO16 4XE 

 

Telephone: 
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NB This summary guidance is for people without diabetes. For more detailed guidance on the management of BP 

in patients with diabetes please see NICE Guidance CG 15 and CG 87. For detailed guidance on the 

management of BP in patients with CKD please see NICE clinical guideline 73 
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Appendix 17 Proportion of patients invited to
the depression and cardiovascular disease risk trials
who declined participation by selecting one of the
prespecified reasons on the decline form

Decline form reason Depression, n (%) CVD risk, n (%) Total, n (%)

No internet access 1834 (41.9) 1491 (54.4) 3325 (46.7)

No need for additional support with health issues 1717 (39.3) 1135 (41.4) 2852 (40.1)

No computer confidence 1580 (36.1) 1225 (44.7) 2805 (39.4)

Too busy 1214 (27.8) 718 (26.2) 1932 (27.2)

Not interested 648 (14.8) 444 (16.2) 1092 (15.3)

Do not understand what the research entailsa 11/215 (5.1) 5/91 (5.5) 16/306 (5.2)

Other reason 1021 (23.5) 441 (16.1) 1462 (20.5)

a This option was on the decline form only for 1020 patients as part of the MRC START substudy. The 5.2% is based on
306 decliners having this option on the form they returned.

This table is adapted with permission from Foster.395 © Foster et al. 2015. This article is published under license to
BioMed Central Ltd. This is an Open Access article distributed under the terms of the Creative Commons Attribution License
(http://creativecommons.org/licenses/by/4.0), which permits unrestricted use, distribution, and reproduction in any
medium, provided the original work is properly credited. The Creative Commons Public Domain Dedication waiver
(http://creativecommons.org/publicdomain/zero/1.0/) applies to the data made available in this article, unless otherwise stated.

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

397

http://creativecommons.org/licenses/by/4.0
http://creativecommons.org/publicdomain/zero/1.0/




Appendix 18 Baseline cardiovascular disease risk
assessment form

 

 

Is BMI ≥30? 

Yes            No  

Is average 

systolic BP 

≥140? 

Yes  

No  

Practice name:  
Practice ID: 
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Are they a current 

smoker? 

Yes             No  
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Appendix 19 Further details on primary outcome
deviations from the protocol

Every effort was made to collect the primary outcome on or as close as possible to a participant’s
12-month post-randomisation date. However, this was not always possible because of availability or

other scheduling difficulties and so some of these assessments occurred > 30 days before or after their due
date. Regardless, the data were included in the main analyses, although a sensitivity analysis was carried
out to adjust for the length of time between randomisation and the actual assessment date.

Occasionally, one or more of the individual QRISK2 variables was not collected or provided on the
assessment form (see Appendix 17). If it was not possible to collect the missing information from
the participant, the QRISK2 algorithm imputed the missing variable(s).

Two main issues occurred with cholesterol data provided by general practices. First, practice staff could
provide existing cholesterol results from the patient’s record if these results were within 3 months of the
date of the baseline assessment or within 30 days of the 12-month assessment date. During a final visit to
each general practice after completion of the 12-month follow-up, the local researcher checked the date
and accuracy of the cholesterol results as recorded in each participant’s record. When cholesterol was
measured prior to these threshold dates, or when it was not possible to calculate a ratio of total
cholesterol to HDL cholesterol because only the total cholesterol result was provided, the cholesterol data
were treated as missing and we allowed the QRISK2 algorithm to impute these data. Second, after internal
data checking and cleaning carried out by the research team, a further baseline cholesterol reporting issue
was discovered. In this case, the total cholesterol level at baseline was incorrectly provided in three of the
general practices (hereafter, ‘the cholesterol issue’). In this instance, practice staff had been misreading the
cholesterol result from the laboratory report and had been recording the ratio of total cholesterol to HDL
cholesterol in place of the total cholesterol result on our assessment forms. This resulted in an artificially
low ratio being included in the baseline QRISK2 score for patients from these practices, although only a
small number of participants were affected (n = 6).

Two additional problems were identified with regard to the variables that are entered into the QRISK2
score. One was a calculation issue, in which the process for exporting data from the research database to
the QRISK2 batch processor incorrectly labelled ex-smokers as ‘never smoked’ (hereafter, ‘the smoking
issue’). Again, the effect of this error resulted in an underestimation of the QRISK2 score of ex-smokers.
Finally, some data entry errors were also discovered, which affected the baseline QRISK2 score of six
participants (hereafter, ‘the data entry issue’). Further detail on the scope of these issues and the actions
taken are detailed below.

After discovering the issues described above, we recalculated the baseline CVD risk scores of all patients
and identified that, for a small number of patients, this recalculation resulted in a shift in their eligibility for
the trial. In total, we identified 29 patients of 961 with a baseline QRISK2 score (3%) who had a QRISK2
score of ≥ 20% but whom were incorrectly excluded as not eligible (QRISK2 score < 20%). Of these
29 patients, the error was due to the cholesterol issue in six patients, the smoking issue in 17 patients and
the data entry issue in six patients. After their baseline assessment, these patients were told that their risk
of having a heart attack or stroke in the next 10 years was less than one in five, so they were not at
particularly high risk but should continue to follow a healthy lifestyle. They were told that the trial would
not be suitable for them. After recalculation, most of these patients experienced a fairly small shift in their
QRISK2 score, that is, the original (incorrect) QRISK2 scores were close to the threshold of 20% and the
corrected scores were not much above this threshold. We also identified six patients who were randomised
into the trial but who, on recalculation, were found to have a CVD risk of just under 20%. Consistent with
an intention-to-treat principle, these participants were followed up and included in all analyses.
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These issues were reported to each of the trial advisory committees (Trial Management Group, Programme
Management Group, Data Monitoring Committee and the Trial Steering Committee), the ethics committee
and the study sponsor. All were satisfied with the way in which these issues were managed and agreed
with our proposed analyses. In addition, the GPs of those patients who, subsequent to discovering the
smoking, cholesterol and data entry issues, were found to have a QRISK2 score of ≥ 20% were notified by
letter. The letter explained the precipitating smoking, cholesterol or data entry issue, provided the GP with
the patient’s recalculated QRISK2 score and asked the GP to review the patient’s notes in light of this
information, should the patient require further treatment.
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Appendix 20 Cardiovascular disease risk trial
baseline questionnaire

  

Participant ID: Questionnaire Code: BLC 
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SECTION 1: YOUR HEALTH TODAY 
 

 
1.1 Under each heading, please tick the one box that best describes your health today. 
 
a) Mobility I have no problems in walking about  

1 

 I have slight problems in walking about 
2 

 I have moderate problems in walking about 
3 

 I have severe problems in walking about 
4 

 I am unable to walk about 
5 

b) Self Care I have no problems washing or dressing myself 
1 

 I have slight problems washing or dressing myself 
2 

 I have moderate problems washing or dressing myself 
3 

 I have severe problems washing or dressing myself 
4 

 I am unable to wash or dress myself   
5 

c) Usual Activities 
(e.g. work, study, 
housework, family 
or leisure activities) 

I have no problems doing my usual activities 
1 

 I have slight problems doing my usual activities 
2

 I have moderate problems doing my usual activities 
3 

 I have severe problems doing my usual activities 
4 

 I am unable to do my usual activities  
5 

d) Pain/Discomfort I have no pain or discomfort 
1 

  I have slight pain or discomfort 
2 

  I have moderate pain or discomfort 
3 

  I have severe pain or discomfort 
4 

  I have extreme pain or discomfort  
5

e) Anxiety/Depression I am not anxious or depressed 
1 

  I am slightly anxious or depressed 
2 

  I am moderately anxious or depressed 
3 

  I am severely anxious or depressed 
4 

  I am extremely anxious or depressed 
5 

Please write today’s date     ____  / ____  / ________ 
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 1.2   We would like to know how good or bad your health is today. 
 

• This scale is numbered 0 to 100. 
• 100 means the best health you can imagine. 
• 0 means the worst health you can imagine.  
• Mark an X on the scale to indicate how your health is 

today.  
• Now, please write the number marked on the scale in 

the box below. 

 

Your health 
today = 

The best health 

The worst health 
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SECTION 2: DIET 
 

   Over the past few months...       

 2 or less 3-4 5 or more 
 

a) How many portions of fruit did you eat 
each day? (1 portion = 2 plums or other 
small fruits, 1 apple, 1 orange, 1 banana, 
a glass of fruit juice, etc.)  
                  

1  2  3  

 2 or less 
 

3-4  5 or more 
 

b) How many portions of vegetables did you 
eat each day? (1 portion =  4 tablespoons 
uncooked green vegetables or salad,       
3 tablespoons cooked/tinned/ frozen 
vegetables, etc.) 

 

1  2  3  

 Less than 1 1-2 3 or more 

c) How many fizzy drinks (not diet) or cups 
of tea/coffee with sugar did you drink 
each day? 

1  2  3  

 Less than 
1 time  

1-3 times 4 or more  
times 

d) How many times a week did you eat fast 
food meals or fast food snacks? 1  

2  3  

 Less than  
1 time 

1-2 times 3 or more  
times  

e) How many times a week did you eat 
beans, chicken, or fish?  1  

2  3  

 1 time or  
less 

2-3 times 4 or more  
times 
 

f) How many times a week did you eat 
snack crisps or crackers (not low-fat)? 
 

1  
2  3  

 1 time or  
less 

2-3 times 4 or more  
Times 

g) How many times a week did you eat 
puddings, cakes, and other desserts     
(not the low-fat kind)?   
 

1  2  3  

 None/ 
Very little              

Some   A lot                  

h) How much margarine or butter do you  
put on bread, potatoes, or to season 
vegetables?     
      

1  2  3  

2.1 Please tick the one answer in each row that best describes your behaviour using the 
scale provided. 
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SECTION 3: HEALTH BEHAVIOURS AND PHYSICAL ACTIVITY 
 

3.1 This section asks about how often you exercise and do physical activity. Please tick         
the one answer in each row that best describes your behaviour using the scale provided. 

 
 

SECTION 4: TAKING MEDICATION 
 

As part of your treatment, you may have been prescribed medication to lower your blood pressure or 
cholesterol. Knowing whether or not you are currently taking any of these medications will help us to 
better understand your treatment. 
 
4.1 Are you currently taking any prescribed medication to lower your blood pressure?    

No   0              Please go to Question 4.2 

            Yes 1               Please answer all the questions in the box below  
 

a)  Do you ever forget to take your blood pressure medication?   

 No 0  Yes 1  

b)    Are you careless at times about taking your blood pressure medication?   

 No 0  Yes 1         

c)   When you feel better, do you sometimes stop taking your blood pressure medication?  

 No 0   Yes 1           

d) Sometimes if you feel worse when you take your blood pressure medication, do you  
stop taking it?  

 No 0  Yes 1 

 
Right NOW... 

Strongly 
agree 

Agree Disagree Strongly 
disagree 

a) I walk for exercise, for at least 15 
minutes per day, most days of the week 
 

1 2 3 4 

b)  I do at least one type of physical activity 
every day for at least 30 minutes (e.g. 
walking, gardening, housework, golf, 
bowls, dancing, Tai Chi, swimming) 
 

1 2 3 4 

c) On most days of the week, I do at least 
one activity to improve my health (e.g. 
walking, relaxation, exercise) 
 

1 2 3 4 

d) On most days of the week, I set aside 
time for healthy activities (e.g. walking, 
relaxation exercise) 
 

1 2 3 4 
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4.2 Are you currently taking any prescribed medication to lower your cholesterol?    

No   0             Please go to Section 5, Your Treatment and Care 
            Yes 1              Please answer all the questions in the box below  
 

a)    Do you ever forget to take your cholesterol medication?  
 No 0 

  
Yes 1       

b)    Are you careless at times about taking your cholesterol medication?         
 No 0 

  
Yes 1      

c)    When you feel better, do you sometimes stop taking your cholesterol medication? 
 No 0 

  
Yes 1           

d) Sometimes if you feel worse when you take your cholesterol medication, do you stop 
taking it? 

 No 0 Yes 1           

 
 

SECTION 5: YOUR TREATMENT AND CARE 
 

This section asks for your views about the care you received from health professionals in the last       
6 months. By care, we mean any treatments or advice you were given, and whether you felt your 
concerns were taken seriously, you were listened to and given enough time, and how well things 
were explained to you. 
 
5.1    In general, how satisfied are you with the care you received in the last 6 months from: 
 

  Extremely 
satisfied 

 

Satisfied Neither 
satisfied nor 
dissatisfied 

Dissatisfied Extremely 
dissatisfied 

Does not 
apply 

a) The doctor(s) at your 
GP surgery or health 
centre? 

1 2 3 4 5 6

b) The nurse(s) at your 
GP surgery or health 
centre? 

1 2 3 4 5 6

c) NHS Direct health 
advisors?  1 2 3 4 5 6
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The following questions refer to the last 6 months.  They ask about the treatment you received from         
your GP or nurses at your practice for your heart health (lowering your blood pressure or cholesterol,   
quitting smoking, or losing weight). By treatment, we mean the support and advice they provided you       
with to improve your heart health.  

5.2     Please read each statement carefully and tick one answer in each row using the scale     
from ‘Strongly agree’ to ‘Strongly disagree’. If you did not receive any treatment for    
your heart health, tick ‘Does not apply’. 

 
  Strongly 

agree 
 

Agree  
 

Neither 
agree nor 
disagree 

Disagree  
 

Strongly 
disagree  
 

Does not 
apply 

a) I am satisfied with the 
treatment that I received 

1 2 3 4 5 6 

b) The treatment has improved 
my health 

1 2 3 4 5 6 

c) 
 

The treatment has improved 
my mood 
 

1 2 3 4 5 6 

d) I am satisfied with the quality 
of the support and advice I 
received 

1 2 3 4 5 6 

e) I would recommend this kind 
of treatment to others with 
similar health needs 

1 2 3 4 5 6 

f) If I needed treatment again,     
I would use this method of 
treatment 

1 2 3 4 5 6 

 

5.3     The amount of support and advice I received was: 
 
Too much A bit too 

much 
Just about 

right 
A bit too 

little 
Too little Does not 

apply 

1 2 3 4 5 6 

5.4      If you have any additional comments that you would like to share about your  
treatment experience, please use the space provided below. 

 

 
 

Any comments: 

 

 

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

409



SECTION 6: GETTING SUPPORT WITH YOUR HEALTH 
 

In this section, we would like to find out about your experience with getting support for your health.  
 
6.1     The statements below describe some of the thoughts a person might have when 

deciding to join a research study in order to address their health issues or receive 
treatment.  Please tell us how true each statement is for you on a scale from                
‘Not at all true’ to ‘Very true’ by ticking one box in each row. 

 
                                                                    Not at                                                                      Very          

                                                          all true                                                                      true          
a) I joined this study because I want to   

make changes in my life 1 2 3 4 5 6 7 

b) I joined this study because I felt under 
pressure to go for treatment 1 2 3 4 5 6 7 

c) I joined this study because my doctor told 
me I should be in treatment 1 2 3 4 5 6 7 

d) I joined this study because I am 
interested in getting help 1 2 3 4 5 6 7 

 
6.2     Sometimes people find it hard to get the health support and advice they would like.  

Using the scale from ‘No difficulty at all’ to ‘Extreme difficulty’, please tick the one 
answer in each row that best describes your experience.  In the last 6 months, have  
you had any difficulty with:  

 
 

                                                         No difficulty                                                                     Extreme   
                                                                     at all                                                                     difficulty       

a) Getting health support and advice at 
times that suit you? 1 2 3 4 5 6 7 

b) Getting health support and advice from 
the particular health professionals that 
you want to see? 

1 2 3 4 5 6 7 

c) Getting health support and advice when 
you feel you need it most? 1 2 3 4 5 6 7 

d) Getting health support and advice that is 
convenient for you, according to your 
needs, lifestyle, and preferences? 

1 2 3 4 5 6 7 
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SECTION 7: HEALTH INFORMATION 
 

People come across health information in different ways and from different sources, and this could 
influence what decisions people make about their health. This section asks about your experience 
with this process. 
 
7.1    Please indicate how strongly you agree with the following questions about health 

information that you might read about (e.g. in a leaflet), hear about (e.g. from     
healthcare professionals, family, friends), or find on the Internet. 

 
Using the scale from ‘Strongly agree’ to ‘Strongly disagree’, please tick the one       
answer in each row that best describes your experience. 

 
  Strongly 

agree 
 

Agree  
 

Neither  
agree nor 
disagree 

Disagree  
 

Strongly 
disagree  

 
 

a) 
 

I know how to find helpful 
information about my 
health 
 

 

1 
 

2 
 

3

 

4

 

5

b) I can tell high quality 
from low quality health 
information 
 

1 2 3 4 5

c) I feel confident using 
health information to 
make health decisions 
 

 

1 
 

2 
 

3

 

4

 

5

 
 

SECTION 8: USING TECHNOLOGY 
 

In this section, we would like to find out how often you use various technologies, and how confident 
you feel about using them.  
 
8.1      Please tick the one answer that best describes your situation. 
 

  Never/ 
almost never 

Once a 
month      (or 

less) 

About every  
2 weeks 

Once or 
twice  

a week 

Daily/almost 
daily 

a) How often do you     
use email?   1 2 3 4 5

b) How often do you      
use the Internet       
(not including email)? 

1 2 3 4 5
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8.2     You may or may not have done all of the things listed in the next set of questions, but        
if you were asked to, how confident would you feel about doing each of the following? 

 
Using the scale from ‘Not at all confident’ to ‘Extremely confident’, please tick the one 
answer in each row that best describes your level of confidence.  

 
                                                                        Not at all                                                                       Extremely       

confident                                                               confident        
a) Searching for information on the Internet 

(e.g. using Google) 1 2 3 4 5 6 7 

b) Sending and receiving emails 
1 2 3 4 5 6 7 

c) Using a ‘chat room’ or forum on the 
Internet 1 2 3 4 5 6 7 

d) Using social networking sites on the 
Internet (e.g. Facebook) 1 2 3 4 5 6 7 

e) Using a telephone (landline) 
1 2 3 4 5 6 7 

f) Using a mobile phone for phone calls 
1 2 3 4 5 6 7 

g) Using a mobile phone to send and 
receive text messages 1 2 3 4 5 6 7 

 
 

SECTION 9: USING THE TELEPHONE OR INTERNET FOR YOUR HEALTH 
 

Several forms of healthcare can be accessed over the telephone or Internet. We’re interested in how 
often you use these electronic health resources, if at all. 

 
9.1     In the last 6 months, please indicate how often you used or did each of the following 

using the scale from ‘Never or almost never’ to ‘Daily or almost daily’. 
 
  Never/almost 

never 
Once a 

month      (or 
less) 

About every 
2 weeks 

Once or 
twice a 
week 

Daily/almost 
daily 

a) 
NHS Direct phone 
services  

1 2 3 4 5

b) Searching online for 
health information for 
yourself 

1 2 3 4 5

c) Online forum or support 
group for your physical 
or mental health  

1 2 3 4 5
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SECTION 10: LOOKING AFTER YOUR HEALTH 
 

10.1 The questions in this section ask about how you look after your health right now. 
(Please tick one answer for each question.) 

 

 
Right NOW... 

Strongly 
agree 

Agree  Disagree 
 

Strongly 
disagree  

a) As well as seeing my doctor, I regularly monitor 
changes in my health  1 2 3 4

b) I have very positive relationships with my healthcare 
professionals 1 2 3 4

c) I communicate very confidently with my doctor about 
my healthcare needs 1 2 3 4

d) I confidently give healthcare professionals the 
information they need to help me 1 2 3 4

e) I have a good understanding of equipment that could 
make my life easier 1 2 3 4

f) If others can cope with problems like mine, I can too
       1 2 3 4

g) I feel I have a very good life even when I have health 
problems 1 2 3 4

h) When I have symptoms, I have skills that help me  
Cope 

1 2 3 4

i) I carefully watch my health and do what is necessary 
to keep as healthy as possible 1 2 3 4

j) My health problems do not ruin my life 
1 2 3 4

k) I have a very good idea of how to manage my health 
problems 1 2 3 4

l) With my health in mind, I have realistic expectations 
of what I can and cannot do 1 2 3 4

m) I get my needs met from available healthcare  
resources (e.g. doctors, hospitals and community 
services) 

1 2 3 4

n) I try not to let my health problems stop me from 
enjoying life 1 2 3 4

o) I work in a team with my doctors and other 
healthcare professionals 1 2 3 4

p) I do not let my health problems control my life 
1 2 3 4

q) I have a very good understanding of when and why I 
am supposed to take my medication  1 2 3 4

r) I have effective ways to prevent my symptoms (e.g. 
discomfort, pain and stress) from limiting what I can 
do in my life  

1 2 3 4

s) When I have health problems, I have a clear 
understanding of what I need to do to control them 1 2 3 4

t) I know what things can trigger my health problems 
and make them worse 1 2 3 4
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SECTION 11: ORGANISATION OF YOUR CARE 
 

This section is important because it will help us understand how your care is organised and how 
information flows between different healthcare professionals. 
 
11.1     Have you attended an appointment or received any support or advice from 

healthcare professionals (including staff at your GP surgery and NHS Direct staff) 
in the last 6 months?  

No   0             Please go to Question 11.3 

Yes  1      Please answer all the questions below 
 
11.2 In the last 6 months, were there times when these different healthcare professionals...  
 

  Never Almost 
never  

Sometimes Often Very often 

a) Told you different things (that 
didn’t make sense together) 
about your health? 

1 2 3 4 5 

b) Did not seem to work well 
together? 1 2 3 4 5 

c) Did not seem to know who 
should be doing what in your 
healthcare? 

1 2 3 4 5 

 
11.3     Thinking about what was done in the last 6 months for your health, has someone  
  

 
 Yes No Does not 

apply 

a) Explained the consequences of your condition for your health? 
1 2 3 

b) Explained to you why you should take the treatment or 
medication and how? 1 2 3 

c) Explained the tests that you should do to check on your 
health? 1 2 3 

d) Explained about referral visits to other healthcare 
professionals: why and how? 1 2 3 

e) Asked you what personal goals you would like to achieve for 
your health? 1 2 3 

f) Discussed with you how you could reach your personal goals? 
1 2 3 
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11.4     Were you told who to contact if your health condition gets worse? 
 

Yes No Does not apply 

1 2 3 

 
11.5      Overall, how well organised would you say all your healthcare is? 
 

Hardly at all  Somewhat  Moderately Very well  Totally  

1 2 3 4 5

 
11.6     In general, do you feel that you yourself have to organise the healthcare                      

you receive
 

No, a healthcare professional always does it for me 
1 

No, a healthcare professional sometimes does it for me 
2 

Yes, but it is my choice to do so 
3 

Yes, I have to organise my care more than I would like 
4 

Yes, I have to organise my care too much and it is too difficult 
5 

Any comments: 

 

 

 

 

 

 
 
 
 

 
 

SECTION 12: USE OF HEALTHCARE 
 

These questions are important because they will help us to understand the cost to you and to the 
NHS of treating factors related to heart health. Please remember - all of these answers are 
completely confidential. 
 

12.1   When you visit your GP surgery, do you usually travel by... 
 

car/van/motorbike/scooter 

taxi/train/bus  

on foot/by bicycle  

transport provided by the surgery 

1 

2 

3 

4 
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 If you usually travel by car, van, motorbike or scooter  

       a)      Approximately how many miles is the return journey?                miles 

       b)      For each visit to your surgery, approximately how much  
                do you spend on parking?                                                          £       :       p  [zero if nothing] 

If you usually travel by taxi, train or bus  

      c )     Approximately how much is the return fare?                              £       :        p [zero if nothing] 

 
12.2 Do you normally pay a prescription charge for medication prescribed by your GP? 
 
No   

0 

Yes, I pay per item  
1

Yes, I pay using a prescription prepayment certificate for 3 months  
2 

Yes, I pay using a prescription prepayment certificate for 12 months  
3 

 
 

SECTION 13: GENERAL INFORMATION ABOUT YOU 
 

Finally, we would like to ask you a few general questions about yourself. The following questions will 
help us to see how experiences vary between different groups of people.  
 

13.1   Are you male or female? Male Female 

 
13.2   What is your ethnic group? (Please tick one box only.) 

White
           

Mixed multiple ethnic groups

White and Black Caribbean
White and Black African
White and Asian
Any other Mixed/multiple ethnic background,   

        write in box 

Asian or Asian British

Indian   
Pakistani
Bangladeshi
Chinese
Any other Asian background, write in box
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Black/African/Caribbean/Black British
African
Caribbean   
Any other Black/African/Caribbean background,  

  write in box

Other ethnic group
Arab  
Any other, write in box

13.3  How old are you? _________________ years of age 
 
 
13.4  Which one of these best describes your current situation? (Please tick one box only.) 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Full-time paid work, including self-employed (30 hours or more each week) 

Part-time paid work, including self-employed (under 30 hours each week) 

Full-time education at school, college or university  

Unemployed 

Unable to work due to long term illness/disability 

Unable to work due to carer responsibilities 

Fully retired from work 

Looking after the home  
Doing something else (please describe):     ..................................................... 

........................................................................................................................... 

.. 

.. 
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13.5  Which of the following descriptions best describes your most recent or current 
main job? 
 
Administrative or secretarial (e.g. local government clerical officer, insurance clerk, legal secretary) 

Associate professional or technical occupation (e.g. IT support, nurse, police officer, estate agent) 

Elementary occupations (e.g. labourer, postal worker, hospital porter, cleaner) 

Manager or senior official (e.g. senior local government official, health service manager, retail 
manager / proprietor) 
Personal services (e.g., care assistant, travel agent, hairdresser) 

Process, plant and machine operatives (e.g. machine operator, taxi driver, scaffolder) 

Professional (e.g. doctor, teacher, accountant) 

Sales and customer services (e.g. retail assistant, call centre operator) 

Skilled trade (e.g. motor mechanic, computer engineer, plumber, chef) 
 

13.6 Which of these qualifications do you have?  (Please tick all the qualifications             
that apply or, if not specified, tick the nearest equivalent.) 

13.7  How do you and your household occupy your accommodation?  (Please tick                    
one box only.) 

Own it outright 

Buying it with the help of a mortgage or loan 

Pay part rent and part mortgage (shared ownership) 

Rent it 

Live rent free (including rent free in relative’s/friend’s property) 

            Thank you for taking the time to complete this questionnaire

(a) O levels, CSEs, GCSEs, O grades, or Standard grades

(b) NVQ Levels 1-3/GNVQ 

(c) A levels, AS levels, Higher School Certificate or Highers (Scotland)

(d) NVQ levels 4-5, HNC, HND 

(e) Degree (e.g. BA, BSc) or higher degree (e.g. MA, PhD, PGCE)

(f) Other vocational/work-related qualifications (e.g. apprenticeship, RSA/OCR, 
BTEC/Edexcel) 

(g) No qualifications
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Appendix 21 Cardiovascular disease risk trial
12-month follow-up questionnaire (intervention group)

  

 

 

Participant ID: Questionnaire Code: CFU2INT 

Please write today’s date:  ____  / ____  / ________ 
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SECTION 1: YOUR HEALTH TODAY 
 

 
1.1 Under each heading, please tick the one box that best describes your health 

today. 
 

a) Mobility I have no problems in walking about  
1 

 I have slight problems in walking about 
2 

 I have moderate problems in walking about 
3 

 I have severe problems in walking about 
4 

 I am unable to walk about 
5 

b) Self Care I have no problems washing or dressing myself 
1 

 I have slight problems washing or dressing myself 
2 

 I have moderate problems washing or dressing myself 
3 

 I have severe problems washing or dressing myself 
4 

 I am unable to wash or dress myself   
5 

c) Usual Activities 
(e.g. work, study, 
housework, family 
or leisure activities) 

I have no problems doing my usual activities 
1 

 I have slight problems doing my usual activities 
2 

 I have moderate problems doing my usual activities 
3 

 I have severe problems doing my usual activities 
4 

 I am unable to do my usual activities  
5 

d) Pain/Discomfort I have no pain or discomfort 
1 

  I have slight pain or discomfort 
2 

  I have moderate pain or discomfort 
3 

  I have severe pain or discomfort 
4 

  I have extreme pain or discomfort  
5 

e) Anxiety/Depression I am not anxious or depressed 
1 

  I am slightly anxious or depressed 
2 

  I am moderately anxious or depressed 
3 

  I am severely anxious or depressed 
4 

  I am extremely anxious or depressed 
5 

1.2   We would like to know how good or bad your health is today. 
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• This scale is numbered 0 to 100.  
• 100 means the best health you can imagine. 
• 0 means the worst health you can imagine.  
• Mark an X on the scale to indicate how your health is 

today.  
• Now, please write the number marked on the scale in 

the box below. 

Your health 
today = 

The best health 

The worst health 
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SECTION 2: DIET 
 

2.1 Please tick the one answer in each row that best describes your behaviour 
using the scale provided. 

   Over the past few months...       

 2 or less 3-4 5 or more 
 

a) How many portions of fruit did you eat 
each day? (1 portion = 2 plums or other 
small fruits, 1 apple, 1 orange, 1 banana, 
a glass of fruit juice, etc.)  
                  

1  2  3  

 2 or less 
 

3-4  5 or more 
 

b) How many portions of vegetables did you 
eat each day? (1 portion =  4 tablespoons 
uncooked green vegetables or salad,       
3 tablespoons cooked/tinned/ frozen 
vegetables, etc.) 

 

1  2  3  

 Less than 1 1-2 3 or more 

c) How many fizzy drinks (not diet) or cups 
of tea/coffee with sugar did you drink 
each day? 

1  2  3  

 Less than 
1 time  

1-3 times 4 or more  
times 

d) How many times a week did you eat fast 
food meals or fast food snacks? 1  

2  3  

 Less than  
1 time 

1-2 times 3 or more  
times  

e) How many times a week did you eat 
beans, chicken, or fish?  1  

2  3  

 1 time or  
less 

2-3 times 4 or more  
times 
 

f) How many times a week did you eat 
snack crisps or crackers (not low-fat)? 
 

1  
2  3  

 1 time or  
less 

2-3 times 4 or more  
Times 

g) How many times a week did you eat 
puddings, cakes, and other desserts     
(not the low-fat kind)?   
 

1  2  3  

 None/ 
Very little              

Some   A lot                  

h) How much margarine or butter do you  
put on bread, potatoes, or to season 
vegetables?     
      

1  2  3  
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SECTION 3: HEALTH BEHAVIOURS AND PHYSICAL ACTIVITY 
 

3.1 This section asks about how often you exercise and do physical activity. Please tick         
the one answer in each row that best describes your behaviour using the scale provided. 

 

 
 

SECTION 4: TAKING MEDICATION 
 

As part of your treatment, you may have been prescribed medication to lower your blood pressure or 
cholesterol. Knowing whether or not you are currently taking any of these medications will help us to 
better understand your treatment. 
 

4.1 Are you currently taking any prescribed medication to lower your blood pressure?    

No   0              Please go to Question 4.2 

            Yes 1               Please answer all the questions in the box below  

a)  Do you ever forget to take your blood pressure medication?   

 No 0  Yes 1  

b)    Are you careless at times about taking your blood pressure medication?   

 No 0  Yes 1         

c)   When you feel better, do you sometimes stop taking your blood pressure medication?  

 No 0   Yes 1           

d) Sometimes if you feel worse when you take your blood pressure medication, do you  
stop taking it?  

 No 0  Yes 1 

 
Right NOW... 

Strongly 
agree 

Agree Disagree Strongly 
disagree 

a) I walk for exercise, for at least 15 
minutes per day, most days of the week 
 

1 2 3 4 

b)  I do at least one type of physical activity 
every day for at least 30 minutes (e.g. 
walking, gardening, housework, golf, 
bowls, dancing, Tai Chi, swimming) 
 

1 2 3 4 

c) On most days of the week, I do at least 
one activity to improve my health (e.g. 
walking, relaxation, exercise) 
 

1 2 3 4 

d) On most days of the week, I set aside 
time for healthy activities (e.g. walking, 
relaxation exercise) 
 

1 2 3 4 
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4.2 Are you currently taking any prescribed medication to lower your cholesterol?    

No   0             Please go to Section 5, Your Treatment and Care 
            Yes 1              Please answer all the questions in the box below  
 

a)    Do you ever forget to take your cholesterol medication?  
 No 0 

  
Yes 1       

b)    Are you careless at times about taking your cholesterol medication?         
 No 0 

  
Yes 1      

c)    When you feel better, do you sometimes stop taking your cholesterol medication? 
 No 0 

  
Yes 1           

d) Sometimes if you feel worse when you take your cholesterol medication, do you stop 
taking it? 

 No 0 Yes 1           

 
 

SECTION 5: YOUR TREATMENT AND CARE 
 

This section asks for your views about the care you received from health professionals in the last       
6 months. By care, we mean any treatments or advice you were given, and whether you felt your 
concerns were taken seriously, you were listened to and given enough time, and how well things 
were explained to you. 

Please remember that all questions are completely confidential. We will not share your answers with 
your doctor or other members of staff at your surgery or health centre. We want to reassure you that 
your answers will not affect the care you receive from your doctor or nurse(s). 
 
5.1    In general, how satisfied are you with the care you received in the last 6 months from: 
 

  Extremely 
satisfied 

 

Satisfied Neither 
satisfied nor 
dissatisfied 

Dissatisfied Extremely 
dissatisfied 

Does not 
apply 

a) The doctor(s) at your 
GP surgery or health 
centre? 

1 2 3 4 5 6

b) The nurse(s) at your 
GP surgery or health 
centre? 

1 2 3 4 5 6

c) NHS Direct health 
advisors?  1 2 3 4 5 6
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As part of the Healthlines Study, you were randomly allocated to receive a treatment of either usual 
care (support and advice from your GP or nurses at your surgery) or usual care plus the NHS Direct 
Healthlines Service (phone and online support, as well as advice from NHS Direct Healthlines 
Advisors). 

The following questions refer to the last 6 months.  They ask about your experience of the treatment 
you received for your heart health (lowering your blood pressure or cholesterol, quitting smoking, or 
losing weight).  If you were in the usual care group, please tell us your views about that treatment.  If 
you received usual care plus the NHS Direct Healthlines Service, please tell us your views about that 
treatment. 
 
5.2     Please read each statement carefully and tick one answer in each row using the scale     

from ‘Strongly agree’ to ‘Strongly disagree’. If you did not receive any treatment for    
your heart health, tick ‘Does not apply’. 

 
  Strongly 

agree 
 

Agree  
 

Neither 
agree nor 
disagree 

Disagree  
 

Strongly 
disagree  
 

Does not 
apply 

a) I am satisfied with the 
treatment that I received 

1 2 3 4 5 6 

b) The treatment has improved 
my health 

1 2 3 4 5 6 

c) 
 

The treatment has improved 
my mood 
 

1 2 3 4 5 6 

d) I am satisfied with the quality 
of the support and advice I 
received 

1 2 3 4 5 6 

e) I would recommend this kind 
of treatment to others with 
similar health needs 

1 2 3 4 5 6 

f) If I needed treatment again,     
I would use this method of 
treatment 

1 2 3 4 5 6 

 

5.3     The amount of support and advice I received was: 
 
Too much A bit too 

much 
Just about 

right 
A bit too 

little 
Too little Does not 

apply 

1 2 3 4 5 6 

5.4     If you have any additional comments that you would like to share about your 
treatment experience, please use the space provided below. 

 
 
 
 
 
 
 
  
5.5         Thinking about the doctor(s) that you saw at your surgery in the last 6 months, how  

Any comments: 

 

 

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

425



              good were they at doing each of the following? (Please tick one answer for each  
question.) 

 
  Very 

good 
Good Neither 

good nor 
poor 

Poor Very 
poor 

Does not 
apply 

a) Listening to you 
1 2 3 4 5 6

b) Explaining tests and 
treatments 1 2 3 4 5 6

c) Involving you in decisions 
about your care 1 2 3 4 5 6

d) Treating you with care 
and concern 1 2 3 4 5 6

 
5.6         Thinking about the nurse(s) that you saw at your surgery in the last 6 months, how  

   good were they at doing each of the following? (Please tick one answer for each 
question.) 

 
  Very 

good 
Good Neither 

good nor 
poor 

Poor Very 
poor 

Does not 
apply 

a) Listening to you 
1 2 3 4 5 6

b) Explaining tests and 
treatments 1 2 3 4 5 6

c) Involving you in decisions 
about your care 1 2 3 4 5 6

d) Treating you with care 
and concern 1 2 3 4 5 6

 
5.7        Thinking about the NHS Direct Healthlines Advisors that you had contact with in the  

  last 6 months, how good were they at doing each of the following? (Please tick one  
answer for each question.) 

 
  Very 

good 
Good Neither 

good nor 
poor 

Poor Very 
poor 

Does not 
apply 

a) Listening to you 
1 2 3 4 5 6

b) Explaining tests and 
treatments 1 2 3 4 5 6

c) Involving you in decisions 
about your care 1 2 3 4 5 6

d) Treating you with care 
and concern 1 2 3 4 5 6
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The NHS Direct Healthlines Service is a new service.  For this reason, it is especially important to get 
feedback from people who have actually used it.  Please tell us what you think by selecting one answer  
to each statement below.  Please remember – all of these answers are completely confidential. 
 
5.8         Please read each statement carefully and tick one answer in each row using the  

  scale from ‘Strongly agree’ to ‘Strongly disagree’. If you did not use the feature  
   listed in the statement, please tick ‘Did not use this’. 
 
  Strongly 

agree 
Agree Neither 

agree nor 
disagree 

Disagree Strongly 
disagree 

Did not 
use this 

a) Information on the NHS 
Direct Healthlines Service 
website was helpful 

1 2 3 4 5 6

b) The NHS Direct 
Healthlines Service 
website was easy to use 

1 2 3 4 5 6

c) The webpage to record 
my blood pressure was 
helpful 

1 2 3 4 5 6

d) The webpage to record 
my blood pressure was 
easy to use 

1 2 3 4 5 6

 

 
 

SECTION 6: GETTING SUPPORT WITH YOUR HEALTH 
 

In this section, we would like to find out about your experience with getting support for your health.  
 
6.1     Sometimes people find it hard to get the health support and advice they would like.  

Using the scale from ‘No difficulty at all’ to ‘Extreme difficulty’, please tick the one 
answer in each row that best describes your experience.  In the last 6 months, have  
you had any difficulty with:  

 
 

                                                         No difficulty                                                                     Extreme   
                                                                     at all                                                                     difficulty       

a) Getting health support and advice at 
times that suit you? 1 2 3 4 5 6 7 

b) Getting health support and advice from 
the particular health professionals that 
you want to see? 

1 2 3 4 5 6 7 

c) Getting health support and advice when 
you feel you need it most? 1 2 3 4 5 6 7 

d) Getting health support and advice that is 
convenient for you, according to your 
needs, lifestyle, and preferences? 

1 2 3 4 5 6 7 
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SECTION 7: HEALTH INFORMATION 
 

People come across health information in different ways and from different sources, and this could 
influence what decisions people make about their health. This section asks about your experience 
with this process. 
 
7.1    Please indicate how strongly you agree with the following questions about health 

information that you might read about (e.g. in a leaflet), hear about (e.g. from     
healthcare professionals, family, friends), or find on the Internet. 

 
Using the scale from ‘Strongly agree’ to ‘Strongly disagree’, please tick the one       
answer in each row that best describes your experience. 

 
  Strongly 

agree 
 

Agree  
 

Neither  
agree nor 
disagree 

Disagree  
 

Strongly 
disagree  

 
 

a) 
 

I know how to find helpful 
information about my 
health 
 

 

1 
 

2 
 

3

 

4

 

5

b) I can tell high quality 
from low quality health 
information 
 

1 2 3 4 5

c) I feel confident using 
health information to 
make health decisions 
 

 

1 
 

2 
 

3

 

4

 

5

 
 

SECTION 8: USING TECHNOLOGY 
 

In this section, we would like to find out how often you use various technologies, and how confident 
you feel about using them.  
 
8.1      Please tick the one answer that best describes your situation. 
 

  Never/ 
almost never 

Once a 
month      (or 

less) 

About every  
2 weeks 

Once or 
twice  

a week 

Daily/almost 
daily 

a) How often do you     
use email?   1 2 3 4 5

b) How often do you      
use the Internet       
(not including email)? 

1 2 3 4 5

  
 
 
 
8.2     You may or may not have done all of the things listed in the next set of questions, but        

if you were asked to, how confident would you feel about doing each of the following? 
 

Using the scale from ‘Not at all confident’ to ‘Extremely confident’, please tick the one 
answer in each row that best describes your level of confidence.  
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                                                                        Not at all                                                                       Extremely       
confident                                                               confident        

a) Searching for information on the Internet 
(e.g. using Google) 1 2 3 4 5 6 7 

b) Sending and receiving emails 
1 2 3 4 5 6 7 

c) Using a ‘chat room’ or forum on the 
Internet 1 2 3 4 5 6 7 

d) Using social networking sites on the 
Internet (e.g. Facebook) 1 2 3 4 5 6 7 

e) Using a telephone (landline) 
1 2 3 4 5 6 7 

f) Using a mobile phone for phone calls 
1 2 3 4 5 6 7 

g) Using a mobile phone to send and 
receive text messages 1 2 3 4 5 6 7 

 
 

SECTION 9: USING THE TELEPHONE OR INTERNET FOR YOUR HEALTH 
 

Several forms of healthcare can be accessed over the telephone or Internet. We’re interested in how 
often you use these electronic health resources, if at all. 

 
9.1     In the last 6 months, please indicate how often you used or did each of the following 

using the scale from ‘Never or almost never’ to ‘Daily or almost daily’. 
 
  Never/almost 

never 
Once a 

month      (or 
less) 

About every 
2 weeks 

Once or 
twice a 
week 

Daily/almost 
daily 

a) 
NHS Direct phone 
services  

1 2 3 4 5

b) Searching online for 
health information for 
yourself 

1 2 3 4 5

c) Online forum or support 
group for your physical 
or mental health  

1 2 3 4 5
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SECTION 10: LOOKING AFTER YOUR HEALTH 
 

10.1 The questions in this section ask about how you look after your health right now. 
(Please tick one answer for each question.) 

 

 
Right NOW... 

Strongly 
agree 

Agree  Disagree 
 

Strongly 
disagree  

a) As well as seeing my doctor, I regularly monitor 
changes in my health  1 2 3 4

b) I have very positive relationships with my healthcare 
professionals 1 2 3 4

c) I communicate very confidently with my doctor about 
my healthcare needs 1 2 3 4

d) I confidently give healthcare professionals the 
information they need to help me 1 2 3 4

e) I have a good understanding of equipment that could 
make my life easier 1 2 3 4

f) If others can cope with problems like mine, I can too
       1 2 3 4

g) I feel I have a very good life even when I have health 
problems 1 2 3 4

h) When I have symptoms, I have skills that help me  
cope 

1 2 3 4

i) I carefully watch my health and do what is necessary 
to keep as healthy as possible 1 2 3 4

j) My health problems do not ruin my life 
1 2 3 4

k) I have a very good idea of how to manage my health 
problems 1 2 3 4

l) With my health in mind, I have realistic expectations 
of what I can and cannot do 1 2 3 4

m) I get my needs met from available healthcare  
resources (e.g. doctors, hospitals and community 
services) 

1 2 3 4

n) I try not to let my health problems stop me from 
enjoying life 1 2 3 4

o) I work in a team with my doctors and other 
healthcare professionals 1 2 3 4

p) I do not let my health problems control my life 
1 2 3 4

q) I have a very good understanding of when and why I 
am supposed to take my medication  1 2 3 4

r) I have effective ways to prevent my symptoms (e.g. 
discomfort, pain and stress) from limiting what I can 
do in my life  

1 2 3 4

s) When I have health problems, I have a clear 
understanding of what I need to do to control them 1 2 3 4

t) I know what things can trigger my health problems 
and make them worse 1 2 3 4
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SECTION 11: ORGANISATION OF YOUR CARE 
 

This section is important because it will help us understand how your care is 
organised and how information flows between different healthcare professionals. 
 
11.1     Have you attended an appointment or received any support or 

advice from healthcare professionals (including staff at your GP 
surgery and NHS Direct staff) in the last 6 months?  

No   0             Please go to Question 11.3 

Yes  1      Please answer all the questions below 
 
11.2 In the last 6 months, were there times when these different healthcare 

professionals...  
 

  Never Almost 
never  

Sometim
es 

Often Very 
often 

a
) 

Told you different things 
(that didn’t make sense 
together) about your 
health? 

1 2 3 4 5 

b
) 

Did not seem to work 
well together? 1 2 3 4 5 

c) Did not seem to know 
who should be doing 
what in your 
healthcare? 

1 2 3 4 5 

 
11.3     Thinking about what was done in the last 6 months for your health, has 

someone  
  

 
 Yes No Does not 

apply 

a) Explained the consequences of your condition for your health? 
1 2 3 

b) Explained to you why you should take the treatment or 
medication and how? 1 2 3 

c) Explained the tests that you should do to check on your 
health? 1 2 3 

d) Explained about referral visits to other healthcare 
professionals: why and how? 1 2 3 

e) Asked you what personal goals you would like to achieve for 
your health? 1 2 3 

f) Discussed with you how you could reach your personal goals? 
1 2 3 
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11.4     Were you told who to contact if your health condition gets worse? 
 

Yes No Does not apply 

1 2 3 

 
11.5      Overall, how well organised would you say all your healthcare is? 
 

Hardly at all  Somewhat  Moderately Very well  Totally  

1 2 3 4 5

 

you receive
 

No, a healthcare professional always does it for me 
1 

No, a healthcare professional sometimes does it for me 
2 

Yes, but it is my choice to do so 
3 

Yes, I have to organise my care more than I would like 
4 

Yes, I have to organise my care too much and it is too difficult 
5 

Any comments: 
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SECTION 12: USE OF HEALTHCARE  
 

 
 

Section A:  Use of NHS Services 
!

The questions in the next few sections are important because they will help us to 
understand the cost to you and to the NHS of treating factors related to heart health. 
Please remember - all of these answers are completely confidential. 
 

12.1   Please tell us how many face-to-face or telephone contacts you have had 
with each of the following NHS healthcare professionals during the past 6 
months related to high blood pressure, high cholesterol, giving up 
smoking, or being overweight. Appointments with these healthcare 
professionals are provided by the NHS (not paid for by you).  

 
Please write the number of contacts you have had with each person in the 
appropriate    box.   

   CONTACTS 
 Person contacted           

in the past 6 months 
No contact 
(tick here) 

At surgery or 
clinic Home visit Phone 

consultation 

a) District nurse    
 

   
number of visits 

 
 

 
number of calls  

b) NHS Counsellor/ 
Psychologist 

 
 

number of visits 

  
 

 
number of calls  

c) NHS Direct (phone)    
 

 
number of calls  

d) NHS walk-in centre  
 

number of visits 

  
 

 
number of calls  

e) GP out-of-hours service 
 

number of visits 
 

number of visits 

 
 

 
number of calls  

 
 
 
 
 
 
 

              Please turn over the page 
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12.2 In the last 6 months, have you been to an NHS hospital for an overnight stay 
because of high blood pressure, high cholesterol, smoking, or being 
overweight? 

No   0             Please go to Question 12.3 

Yes  1      Please answer all the questions in the box below  

a) 1st Visit: Number of nights 

Please briefly tell us the 
reason for the first stay: 

 
 

___________  nights 
 .......................................................

.......................................................

.......................................................

....................................................... 

b) 2nd Visit: Number of nights ___________  nights 
 Please briefly tell us the 

reason for the second stay: 
.......................................................
.......................................................
.......................................................
.......................................................  

c) 3rd Visit: Number of nights ___________  nights 
 Please briefly tell us the 

reason for the third stay: 
.......................................................
.......................................................
.......................................................
....................................................... 

 
12.3 In the last 6 months, have you received day care in an NHS hospital 

because of high blood pressure, high cholesterol, smoking, or being 
overweight? 

No   0             Please go to Question 12.4 

            Yes 1      Please answer all the questions in the box below

a) 1st Visit: Please briefly 
tell us the reason for the 
first visit: 

 
 

..............................................................

..............................................................

..............................................................

............................................................. 
 

 

b) 2nd Visit: Please briefly 
tell us the reason for the 
second visit: 

..............................................................

..............................................................

..............................................................

.............................................................. 
 

 
 
 
 

c) 3rd Visit: Please briefly 
tell us the reason for the 
third visit: 

..............................................................

..............................................................

..............................................................
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12.4 In the last 6 months, have you been to an outpatient clinic at an NHS 

hospital because of high blood pressure, high cholesterol, smoking, or 
being overweight? 

No   0             Please go to Question 12.5 

            Yes 1      Please answer all the questions in the box below 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

.............................................................. 
 

a) 1st Visit: Please briefly 
tell us the reason for the 
first visit: 

 
 

..............................................................

..............................................................

..............................................................

.............................................................. 
 

 

b) 2nd Visit: Please briefly 
tell us the reason for the 
second visit: 

..............................................................

..............................................................

..............................................................

.............................................................. 
 

 
 
 
 

c) 
 
 
 
 
 
d) 

3rd Visit: Please briefly 
tell us the reason for the 
third visit: 
 
 
 

4th Visit: Please briefly 
tell us the reason for the 
fourth visit: 

 

 

 
5th Visit: Please briefly 
tell us the reason for the 
fifth visit: 
 
 
 
 
6th Visit: Please briefly 
tell us the reason for the 
sixth visit: 

..............................................................

..............................................................

..............................................................

.............................................................. 
 
..............................................................
..............................................................
..............................................................
.............................................................. 
 

...............................................................
..............................................................
..............................................................
.............................................................. 
 
...............................................................
..............................................................
..............................................................
.............................................................. 
 

 
 
 
 
 
 
e) 
 
 
 
 
 
 
f) 
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12.5 In the last 6 months, have you been to an A&E (casualty) department 
because of high  blood pressure, high cholesterol, smoking, or being 
overweight? 

No   0             Please go to Question 12.6 

Yes  1      Please answer all the questions in the box below

a) 1st Visit: Please briefly 
tell us the reason for the 
first visit: 

 
 

..................................................................

..................................................................

..................................................................

.................................................................. 
 

 

b) 2nd Visit: Please briefly 
tell us the reason for the 
second visit: 

..................................................................

..................................................................

..................................................................

.................................................................. 
  

 

c) 3rd Visit: Please briefly 
tell us the reason for the 
third visit: 

...................................................................
..................................................................
..................................................................
.................................................................. 
 

 

 
 
12.6 In the last 6 months, have you used any other hospital services because 

of high blood pressure, high cholesterol, smoking, or being overweight? 

No   0            Please go to Question 12.7 

            Yes 1      Please answer all the questions in the box below
 

Please specify which service and why you used it. 

Service used: ................................................................................
................................................................................
................................................................................ 

Reason used: .................................................................................
.................................................................................
................................................................................. 
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12.7 In the last 6 months, have you used an ambulance because of high 
blood pressure,                      high cholesterol, smoking, or being 
overweight? 

No   0             Please go to Question 12.8 

 Yes  1      Please answer all the questions in the box below 

a) 1st Use: Please briefly 
tell us the reason for the 
first use: 

 
 

...................................................................
..................................................................
..................................................................
.................................................................. 

 

b) 2nd Use: Please briefly 
tell us the reason for the 
second use: 

..................................................................

..................................................................

..................................................................

.................................................................. 

 

c) 3rd Use: Please briefly 
tell us the reason for the 
third use: 

..................................................................

..................................................................

..................................................................

.................................................................. 

 

 
12.8   Are you in paid work (including self-employed)? 

No   0              Please go to Section B, Use of Private Healthcare 

          Yes 1      Please answer all the questions in the box below 
 

a) Have you had to take any time off work to attend any healthcare appointments related to 
high blood pressure, high cholesterol, smoking, or being overweight during the last 6 
months? 

 No  0             Please go to Section B, Use of Private Healthcare 

              Yes 1      Please answer all the questions in the box 
 

b) 

 

How much time in total have you had to take off work to attend any healthcare 
appointments related to high blood pressure, high cholesterol, smoking, or being 
overweight during the last 6 months? 

                                                                  hours .minutes 

c) Were you paid during this time off? 
                No o                    Yes  1                                I am self-employed  2              
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Section B:  Use of Private Healthcare 
 

This next set of questions is about your use of private healthcare services for high 
blood pressure, high cholesterol, smoking, or being overweight. These are services 
that you pay for yourself. This is not about care provided by NHS healthcare 
professionals. 
 
12.9   In the last 6 months, have you spent any money on the following? 
 

 No Yes 
In total, approximately how   

much did you spend? 

a)    Private counselling or psychotherapy 0 1  Total cost     £................. 

b)   Private nutritionist or dietician 0 1  Total cost     £................. 

c )  Complementary or alternative therapies    
(e.g. acupuncture, hypnotherapy) 

0 1  Total cost     £................. 

d) Over-the-counter (without a prescription) 
medication, remedies, or treatments 

0 1  Total cost     £................. 

e) Exercise equipment (e.g. bicycle, running 
machine, free weights) 

0 1  Total cost     £................. 

f) Wii Fit or similar product(s) 0 1  Total cost     £................. 

g) Other (please specify): 0 1  Total cost     £................. 

 .............................................  

.. ......................................................... 

 
 
 

Section C:  Looking After Your Health 
 

 
12.10 In the last 6 months, have you bought or been given any lifestyle 

improvement books (e.g. for heart health, quitting smoking, weight 
management)? 

No  0          Please go to 12.11 

Yes 1      Please answer all the questions in the box below 
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a) Who paid for these? (Tick all that apply) 
 I paid 

0  Total cost     £................. 

 Friend/relation 
1 Total cost     £................. 

 The NHS 
2 Total cost     £................. 

 Someone else 
3  Total cost     £................. 

(If unsure, please estimate total cost)  
 
 
 
12.11  In the last 6 months, have you bought or been given a home blood pressure 

monitor? 

No   0             Please go to 12.12 

            Yes 1      Please answer all the questions in the box below 
 

a)   Who paid for this? (Tick all that apply) 
 I paid 

0  Total cost     £................. 

 Friend/relation 
1 Total cost     £................. 

 The NHS 
2 Total cost     £................. 

 Someone else 
3  Total cost     £................. 

(If unsure, please estimate total cost)  
 
12.12   In the last 6 months, did you visit a quitting smoking group on the 

Internet? 

No   0             Please go to 12.13 

            Yes 1      Please answer all the questions in the box below 
 

a)   Who paid for this? (Tick all that apply) 
 I paid 

0  Total cost     £................. 

 Friend/relation 
1 Total cost     £................. 

 The NHS 
2 Total cost     £................. 

 Someone else 
3  Total cost     £................. 

(If unsure, please estimate total cost)  

                       Free website             4 

 
12.13  In the last 6 months, have you attended a quitting smoking session at 

your GP surgery or walk-in centre? 

No   0            Please go to 12.14 

            Yes 1      Please answer all the questions in the box below 
 

a) It was a... (Tick one answer only) 
 Group session 

0   
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 One-to-one session 
 

1   

b) Who paid for this? (Tick all that apply) 
 I paid 

0   Total cost     £................. 

 Friend/relation 
1   Total cost     £................. 

 The NHS 
2   Total cost     £................. 

 Someone else 
3   Total cost     £................. 

(If unsure, please estimate total cost) 
 
                                    
                            
12.14   In the last 6 months, did you ask the pharmacist for advice about giving 

up smoking? 

No   0              

            Yes 1       
 
12.15  In the last 6 months, did you take out or renew a gym or leisure centre 

membership to help improve your health? 

No   0             Please go to 12.16 

            Yes 1      Please answer all the questions in the box below 
 

a) For how many months did you purchase a membership? 

               number of months 

 
b) 

 
Who paid for this? (Tick all that apply) 

 

 I paid 
0   Total cost     £................. 

 Friend/relation 
1   Total cost     £................. 

 The NHS 
2   Total cost     £................. 

 Someone else 
3   Total cost     £................. 

(If unsure, please estimate total cost) 
                    
12.16   In the last 6 months, did you attend any exercise classes, dance 

classes, swimming,  
team sports, or other kinds of fitness activities to help improve your 
health? 

No   0             Please go to 12.17 

            Yes 1      Please answer all the questions in the box below 
 

a)   Who paid for this? (Tick all that apply) 
 I paid 

0  Total cost     £................. 

 Friend/relation 
1 Total cost     £................. 
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 The NHS 
2 Total cost     £................. 

 Someone else 
3  Total cost     £................. 

(If unsure, please estimate total cost)  
 
 
12.17  In the last 6 months, did you join a weight loss group on the Internet                                

(e.g. Weight Watchers online, Slimming World online)? 

            No   0           Please go to 12.18 

            Yes 1      Please answer all the questions in the box below 
 

a)   Who paid for this? (Tick all that apply) 
 I paid 

0  Total cost     £................. 

 Friend/relation 
1 Total cost     £................. 

 The NHS 
2 Total cost     £................. 

 Someone else 
3  Total cost     £................. 

(If unsure, please estimate total cost)  

                       Free website             4 

 
12.18   In the last 6 months, did you join a face-to-face weight loss group                                     

(e.g. Weight Watchers, Slimming World, Rosemary Conley)? 

             No   0             Please go to Section D, Financial Impact 

             Yes 1      Please answer all the questions in the box below 
 

a) It was a... (Tick one answer only) 
 Group session 

0   

 One-to-one session 
 

1   

b) Who paid for this? (Tick all that apply) 
 I paid 

0   Total cost     £................. 

 Friend/relation 
1   Total cost     £................. 

 The NHS 
2   Total cost     £................. 

 Someone else 
3   Total cost     £................. 

(If unsure, please estimate total cost) 
 
 
 
 
 
 
 

    Please turn over the page 
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Section D:  Financial Impact 
 

In Section A (Use of NHS Services), we asked whether attending healthcare 
appointments  
for your heart health issues (high blood pressure, high cholesterol, smoking, or being 
overweight) has affected your work. We would also like to find out whether your 
health condition itself has affected your work. For this set of questions, we will refer 
to your heart health issues as ‘your health condition’.  

12.19   Are you in paid work (including self-employed)? 

            No  0             Please go to Question 12.20 

            Yes 1      Please answer all the questions in the box below 
 
a)  Has your ability to work been affected by your health condition? 

     No 0     Go to Question   
  12.20 

     Yes, I have had to take sick leave 1  

     Yes, I have reduced my hours 2 

     Yes, my activities at work have been restricted or changed 3  

b)  Approximately how much time have you lost from work during the last 6 months due 
to your health condition? 

        ..............  working days 

c)  What was the main way your employer dealt with your absence from work? 

     Work was done by colleagues in addition to their own work              1 

     Someone was employed temporarily to cover                                    2 

     I had to catch up by doing extra hours when I returned to work         3 

     The work was not done or it was put off until a further date               4 

     Other, please specify:                                                                  5 

 

d)  Have you lost any income as a result of this time off work during the last 6 months? 

     No   0              Please go to Question 12.20 

     Yes  1       Please continue to answer the questions  

e)  In total, approximately how much income have you lost during the last 6 months?        

     £...............................   (If unsure, please estimate) 

Pl

ea

se 

co
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12.20 Do you receive any disability benefits as a consequence of having high 
blood pressure, high cholesterol, smoking, or being overweight (e.g.  
Disability Living Allowance, Statutory Sick Pay, or Employment and 
Support Allowance)?   

No   0               
 Yes 1                        Please answer all the questions in the box below 

a) Which benefits do you receive?  ................................................................................. 

...................................................................................................................................... 

...................................................................................................................................... 

b) Approximately how much have you been paid in benefits per week during the last            
6 months?   

                         £ . .... per week  

 
 

SECTION 13: Any other comments 
 

 

13.1 Finally, if you have any further comments that you would like to add, 
then please use the space below. 

 
 
 
 
 
 
 
 
 
 
 

       Thank you for taking the time to complete this 

questionnaire 

 

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

443





Appendix 22 National average unit costs for
primary care and personal social services

Services
National average
unit cost (£)a Comments

GP clinic consultation 34.00 Based on a 11.7-minute consultation

GP telephone consultation 20.00 Based on a 7.1-minute consultation

GP home visit 85.00 Based on a 23.4-minute visit

Out-of-hours GP service face-to-face at
clinic

25.03 Estimate derived from Scott et al.425 and increased by
22% as per O’Dowd,426 inflated to 2012/13 prices

GP out-of-hours service home visit 62.56 Adjusted for duration in line with GP consultations

GP out-of-hours service telephone
consultation

14.72 Adjusted for duration in line with GP consultations

Practice nurse clinic consultation 11.37 Based on 15.5-minute consultation

Practice nurse telephone consultation 6.69 Based on 9.4-minute consultation

Other primary and community care services

Community mental health nurse home
visit

65.00 Assume 1-hour consultation

Community mental health nurse
telephone consultation

21.67 Assume average length of call 20 minutes

Community support worker clinic
consultation

24.50 Assume 30-minute consultation

Community support worker home visit 49.00 Assume 1-hour consultation

Community support worker telephone
consultation

16.33 Assume average length of call 20 minutes

Counsellor clinic consultation 58.00 Assume 55-minute consultation

Counsellor telephone consultation 15.75 Assume average length of call 15 minutes

Dietitian 14.67 Assume 20-minute consultation

District nurse home visit 60.00 Includes non-contact time related to the visit; assume
visit plus these activities take 1 hour

District nurse telephone consultation 10.50 Assume average length of call 15 minutes

Health trainer 14.67 Same as practice nurse but assume appointment time
of 20 minutes

Midwife 12.75 Assume 15-minute consultation

NHS walk-in centre 34.06 From Munro et al.,427 inflated to 2012/13 prices

NHS walk-in centre telephone
consultation

22.23 From Munro et al.,427 inflated to 2012/13 prices

Occupational therapist clinic
consultation

34.00 Assume 23-minute consultation

Occupational therapist home visit 62.09 Assume 42-minute visit

Occupational therapist telephone
consultation

18.72 Assume average length of call 12.7 minutes

Phlebotomist consultation 6.46 Assume 15.5-minute consultation

Physician associate 22.00 Costed as per specialist nurses
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Services
National average
unit cost (£)a Comments

Physiotherapist 30.00 Assume 1-hour consultation

Podiatry 30.00 Assume 1-hour consultation

Social worker clinic consultation 79.50 Assume 30-minute consultation

Social worker home consultation 159.00 Assume 1-hour visit

Social worker telephone consultation 53.00 Assume average length of call 20 minutes

Specialist nurse (e.g. asthma nurse) 22.00 Costed per consultation

a The source of these costs is Curtis332 unless stated otherwise.
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Appendix 23 National average unit costs of
hospital-related services

Services
National average
unit cost (£)a

CVD risk

Inpatient stays

Arrhythmia or conduction disorders with a CC score of 4–6 571

Major knee procedures for non-trauma, category 2, without CC 5676

Minor vascular interventional radiology procedures 766

Syncope or collapse with a CC score of 0–3 528

Unspecified chest pain with a CC score of 0–4 533

Day care and outpatient visits

Arrhythmia or conduction disorders with a CC score of 0–3 818

Cardiology: non-admitted face-to-face attendance, first 167

Cardiology: non-admitted face-to-face attendance, follow-up 126

Computerised tomography scan, one area, no contrast, 19 years and over 104

Diabetics: non-admitted face-to-face attendance, first 189

Diabetics: non-admitted face-to-face attendance, follow-up 142

Electrocardiogram monitoring and stress testing (day case) 477

Electrocardiogram monitoring and stress testing (outpatient) 136

General medicine: non-admitted face-to-face attendance, follow-up 102

Nephrology: non-admitted face-to-face attendance, follow-up 116

Nuclear medicine, category 3 196

Ophthalmology: non-admitted face-to-face attendance, follow-up 80

Percutaneous standard ablation, with a CC score of 0–2 2367

Simple echocardiogram, 19 years and over 77

Unspecified chest pain with a CC score of 0–4 690

Accident and emergency

Accident and emergency – type 01 non-admitted 96

Paramedic/ambulance

See and treat or refer 196

See and treat and convey 255
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Services
National average
unit cost (£)a

Depression

Inpatient stays

Syncope or collapse with a CC score of 0–3 382

Alcohol services, adult, admitted patient 349

All patients between 19 and 69 years with a mental health primary diagnosis, treated by a
non-specialist mental health service provider

376

Syncope or collapse with a CC score of 0–3 528

Unspecified chest pain with a CC score of 0–4 533

Day care and outpatient visits

Adult mental illness: non-admitted face-to-face attendance, non consultant-led, first 34

Adult mental illness: non-admitted face-to-face attendance, consultant-led follow-up 232

Alcohol services, adult, outpatient attendances 104

Counsellor 58

Drug and alcohol services, adult and elderly 77

Endocrinology: multiprofessional non-admitted face-to-face attendance, follow-up 162

General medicine: all patients between 19 and 69 years with a mental health primary diagnosis,
treated by a non-specialist mental health service provider

288

General medicine: syncope or collapse with a CC score of 0–3 366

Group therapy 28

IAPT, adult and elderly 104

Occupational therapist 63

Pain management: non-admitted face-to-face attendance, first 171

Pain management: non-admitted face-to-face attendance, follow-up 136

Psychiatrist 261

Specialist nurse 123

Urology: non-admitted face-to-face attendance, first 123

Weighted average of all adult outpatient attendances (excluding elderly people) 100

Accident and emergency

Accident and emergency – type 01 non-admitted 96

Paramedic/ambulance

See and treat and convey 255

a Costs based on NHS reference costs 2012–13333 and Curtis.332
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Appendix 24 Further information on elements of
long-term simulation modelling of the Healthlines
cardiovascular disease risk trial data

Transient ischaemic attack utility

Data on TIA utility were based on information contained in the study by Luengo-Fernandez et al.351 In this
study data were collected from 440 TIA patients and 748 stroke patients. Surviving patients were followed
up at 1, 6, 12, 24 and 60 months after the event and completed the EQ-5D-3L questionnaire. Quality
of life in these patients was compared with that in a set of control subjects taken from the 2006 HSE.
These data were used in a slightly different way from other sources of utility data for the following
reasons. First, using the difference between TIA cases and control subjects resulted in a utility ratio that
was 90% of baseline utility, with baseline in this case calculated as the utility of the sex- and age-adjusted
matched control subjects. This is bigger than the impact of stroke in the HSE data and is not a tenable
assumption. Conversely, using the utility impact for stroke from this paper and expressing it as a ratio of
baseline utility estimated by the equation from Ara and Brazier350 gave a utility for females that was > 1,
which is an inadmissible utility value. The approach adopted was to calculate the ratio of TIA cases to
control subjects in the study by Luengo-Fernandez et al.351 and use this ratio as a multiplier. The same
multiplier was used for men and women. This multiplier was not subject to uncertainty analysis in the
absence of information on the covariance of utility. The post-primary TIA utility value was calculated as the
average of the 24- and 60-month TIA values reported in the study by Luengo-Fernandez et al.351

Multiplicative utility adjustments

An example of how the multipliers are used to adjust baseline utility for the impact of experiencing one of
the CVD events is as follows: the mean age at which a first stroke was reported in the data presented in
the study by Ara and Brazier350 was 67.9 years, corresponding to a reported average utility of 0.626. The
baseline utility for a male without a stroke at this age was estimated to be 0.82. The ratio of utilities –
stroke to baseline – gives a multiplier of 0.76, which can then be used to adjust the baseline utility for
stroke patients of any age. The same process was used to calculate multipliers for females and for the
other health states.

Utility values of model health states

Mean health state utility values are listed in Table 135. The primary source for all utilities other than
those relating to TIA was Ara and Brazier.350 Information on TIA health state utilities was based on
Luengo-Fernandez et al.351

As discussed in Utility (see Chapter 7), any ‘third’ events, (i.e. those occurring after a secondary event) have
the same utility as the ‘second’ event. Hence, a third stroke has the same utility impact as a second stroke.

Permitted transitions between states in the simulation model

Figure 13 summarised the list of permitted transitions between the states in the simulation model. Further
detail on the list of permitted transitions is provided in Box 6. This is the same as the list of permitted
transitions described in Ara et al.338
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TABLE 135 Health state utility values

Health state Mean utility value

Primary stable angina 0.615

Primary unstable angina 0.556

Primary AMI 0.721

Primary TIA 0.760

Primary stroke 0.626

Post-primary angina 0.775

Post-primary unstable angina 0.701

Post-primary AMI 0.742

Post-primary TIA 0.78

Post-primary stroke 0.668

Secondary stable angina 0.541

Secondary unstable angina 0.489

Secondary AMI 0.431

Secondary TIA 0.760

Secondary stroke 0.479

Post-secondary stable angina 0.715

Post-secondary unstable angina 0.647

Post-secondary AMI 0.685

Post-secondary TIA 0.78

Post-secondary stroke 0.641

BOX 6 Permitted transitions in the simulation modela

Event-free state to primary states

Event free to primary SA

Event free to primary USA

Event free to primary AMI

Event free to primary TIA

Event free to primary Stroke

Event free to FCVD

Event free to DOC
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Primary states to subsequent states

Primary_SA to secondary_(USA or first AMI or first stroke or FCVD or DOC) else post SA

Primary_USA to secondary_(first AMI or first stroke or FCVD or DOC) else post USA

Primary_AMI to secondary_(first AMI or first stroke or FCVD or DOC) else post AMI

Primary_TIA to secondary_(first AMI or first stroke or FCVD or DOC) else post TIA

Primary_stroke to secondary_(first stroke or FCVD or DOC) else post stroke

Post-primary states to subsequent states

Post primary_SA to secondary_(USA or first AMI or first stroke or FCVD or DOC) else post SA

Post primary_USA to secondary_(first AMI or first stroke or FCVD or DOC) else post USA

Post primary_AMI to secondary_(first AMI or first stroke or FCVD or DOC) else post AMI

Post primary_TIA to secondary_(first AMI or first stroke or FCVD or DOC) else post TIA

Post primary_stroke to secondary_(first stroke or FCVD or DOC) else post stroke

Secondary state transitions

Secondary_SA to secondary_(USA or second AMI or second stroke or FCVD or DOC) else post SA

Secondary_USA to secondary_(second AMI or second stroke or FCVD or DOC) else post USA

Secondary_AMI to secondary_(second AMI OR second stroke OR FCVD OR DOC) else post AMI

Secondary_TIA to secondary_(second AMI or second stroke or FCVD or DOC) else post TIA

Secondary_stroke to secondary_(second stroke or FCVD or DOC) else post stroke

Post secondary_SA to secondary_(USA or second AMI or second stroke or FCVD or DOC) else post SA

Post secondary_USA to secondary_(second AMI or second stroke or FCVD or DOC) else post USA

Post secondary_AMI to secondary_(second AMI or second stroke or FCVD or DOC) else post AMI

Post secondary_TIA to secondary_(second AMI or second stroke or FCVD or DOC) else post TIA

Post secondary_stroke to secondary_(second stroke or FCVD or DOC) else post stroke

DOC, death other causes; FCVD, fatal cardiovascular disease event; SA, stable angina; USA, unstable angina.

Source: the information in this table was taken from Table 82 in Ara et al.338 Contains information licensed

under the Non-Commercial Government Licence v1.0.

BOX 6 Permitted transitions in the simulation modela (continued)
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Appendix 25 Primary cardiovascular disease
event incidence rates used in the simulation model

TABLE 136 Primary CVD event incidence rates per 1000 males

Age band
(years)

Stable
angina

Unstable
angina

Non-fatal
AMI Fatal AMI TIA

Non-fatal
stroke Fatal stroke

55–64 0.84 0.25 0.28 0.04 0.74 0.65 0.08

65–74 1.16 0.35 0.42 0.11 1.45 1.27 0.16

75–84 0.75 0.23 0.73 0.29 3.27 2.73 0.35

85+ 0.75 0.23 1.23 0.76 7.94 5.12 0.65

TABLE 137 Primary CVD event incidence rates per 1000 females

Age band
(years)

Stable
angina

Unstable
angina

Non-fatal
AMI Fatal AMI TIA

Non-fatal
stroke Fatal stroke

55–64 0.35 0.11 0.07 0.02 1.05 0.63 0.14

65–74 0.74 0.22 0.18 0.06 2.18 1.23 0.28

75–84 0.57 0.17 0.38 0.22 5.61 2.64 0.60

85+ 0.57 0.17 0.75 0.64 9.14 4.95 1.13

TABLE 138 Proportion (%) of all primary CVD events assigned to specific events for males

Age band
(years)

Stable
angina

Unstable
angina

Non-fatal
AMI Fatal AMI TIA

Non-fatal
stroke Fatal stroke

55–64 29 9 10 2 26 22 3

65–74 24 7 9 2 29 26 3

75–84 9 3 9 3 39 33 4

85+ 5 1 7 5 48 31 4

TABLE 139 Proportion (%) of all primary CVD events assigned to specific events for females

Age band
(years)

Stable
angina

Unstable
angina

Non-fatal
AMI Fatal AMI TIA

Non-fatal
stroke Fatal stroke

55–64 15 4 3 1 44 26 6

65–74 15 5 4 1 45 25 6

75–84 6 2 4 2 55 26 6

85+ 3 1 4 4 53 29 7
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Appendix 26 Costs of treatments and health
states used in the cohort simulation model

Cost of stable angina

The cost of stable angina was based on the studies by Ward et al.340 and Ara et al.339 The cost of year 1
angina (i.e. the year in which the condition was diagnosed) was assumed to include the costs of three GP
appointments, three outpatient appointments and medication costs. The cost of GP appointments was
taken from Curtis.332 Outpatient costs for stable angina were estimated from NHS reference costs (2012/13)333

as the costs of a first and subsequent appointment for non-admitted face-to-face outpatient attendances
under the ‘Cardiology’ service description. This was calculated as a weighted average of consultant-led and
non-consultant-led consultations. Medication costs were based on the following assumptions: 90% of
patients receive glyceryl trinitrate spray, isosorbide mononitrate and verapamil, atenolol or diltiazem; 90%
receive aspirin; 90% receive ramipril or angiotensin-converting enzyme inhibitors and the other 10% receive
a generic angiotensin receptor blocker. Additionally, 90% of patients were assumed to use one statin daily,
assumed to be 40 mg of simvastatin. Stable angina in subsequent years was costed in the same way, except
that no outpatient appointments were assumed to take place.

Cost of unstable angina

The cost of unstable angina was based on the studies by Ward et al.340 and Ara et al.339 The cost of
unstable angina in the year of diagnosis was assumed to include the costs of three GP visits, three
outpatient visits (both costed in the same way as for stable angina) and the same medication as for stable
angina with the additional assumption that 90% of patients receive clopidogrel. Additionally, it was
assumed that 50% of patients undergo revascularisation, costed as 77% of the cost of percutaneous
coronary intervention and 23% of the cost of coronary artery bypass graft. All patients were assumed to
be hospitalised, the costs of which were assumed to be equal to half the cost of a cardiac arrest.

The costs of unstable angina in subsequent years were based on the three GP visits, 25% of patients receiving
the same outpatient procedures as in the year of diagnosis and the same medication as for stable angina.

Cost of non-fatal acute myocardial infarction

The cost of a non-fatal AMI was based on the studies by Ward et al.340 and Ara et al.339 It was assumed
that patients will have three GP appointments and receive the same medication as for year 1 of stable
angina. It was assumed that 50% of patients will undergo revascularisation (costed as for unstable angina)
and that 25% of patients will incur the cost of actual or suspected cardiac arrest. The cost of non-fatal
AMI in the years after the initial event were based on three GP appointments, 25% of patients having an
outpatient visit and the same medication costs as for year 1 stable angina.

Cost of fatal acute myocardial infarction

It was assumed that only 50% of fatal AMI cases incur a cost, an assumption similar to that in the study by
Ara et al.339 The costs of the 50% of cases who do incur a cost were based on the study by Clarke et al.,428

inflated to 2012/13 prices using the Hospital and Community Health Service (HCHS) pay and inflation
index.332 Clarke et al.428 used prospectively collected data from a large diabetes trial to obtain estimates of
the costs of major diabetes-related complications.
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Cost of non-fatal stroke

The cost of stroke was based on the study by Luengo-Fernandez et al.,429 who reported cost estimates
from a UK population-based cohort study of TIA and stroke patients over 5 years of follow-up up to 2010.
The paper reports mean 5-year hospital costs for stroke survivors, noting the proportion of costs that were
incurred in the first year after stroke. This proportion was assumed to represent costs in the year of
diagnosis, whereas the remaining costs were averaged to give an estimate of costs in subsequent years.
Costs were expressed in 2012/13 prices after inflating by the HCHS pay and inflation index332 and after
converting the dollar estimates into UK pounds using the currency conversion factor reported in the paper.

Cost of fatal stroke

The cost of a fatal stroke was based on the study by Youman et al.430 This source was used instead of the
study by Luengo-Fernandez et al.429 because the latter study did not separately report the costs of fatal and
non-fatal stroke. The study by Youman et al.430 described a burden of illness model developed using data
from a stroke RCT and other sources. Costs were inflated from 2001/2 prices.

Cost of transient ischaemic attack

The cost of TIA was based on the study by Luengo-Fernandez et al.,429 the same source used for stroke.
The costs were calculated in the same way as for non-fatal stroke – the proportion of costs incurred in the
first year was taken to equal costs in the year after diagnosis and subsequent year costs were obtained
from the annual average of costs of survivors in subsequent years. Costs were converted to UK pounds
and inflated to 2012/13 prices using the HCHS pay and inflation index.332
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Appendix 27 Topic guide for NHS Direct staff

1. Can you describe the role you have within the Healthlines study?
2. Do you think this is a useful intervention? Please explain why.

i. Prompt: (i) in general, (ii) for depression, (iii) for CVD risk factors.

3. Is it operating well in practice? Please explain why.

i. Prompt: Any differences for the two conditions?

4. How engaged are key people with the intervention?

i. Prompt: (i) the patients, (ii) primary care staff, (iii) anyone else important to the intervention.

5. Do you feel the intervention helps patients to self-manage? Please explain.
6. Do you feel the intervention helps to optimise treatment for patients? Please explain.
7. Do you feel you have been able to facilitate co-ordinated care? Please explain.
8. How has communication been between you and primary care staff?
9. How has the intervention fit with other services already provided by the practice or in the locality?

10. What helps the intervention to work well?
11. What prevents the intervention from performing well?
12. Which patient groups are most likely to benefit from this intervention? Why?
13. Which patient groups are least likely to benefit from the intervention? Why?
14. What benefits (if any) do you think it offers patients?
15. Any other comments.
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Appendix 28 Topic guide for primary care staff

1. Can you describe your role in relation to the Healthlines study?
2. Do you think this is a useful intervention? Please explain why.

i. Prompt: (i) in general, (ii) for depression, (iii) for CVD risk factors.

3. Is it operating well in practice? Please explain why.

i. Prompt: Any differences for the two conditions?

4. How engaged are key people with the intervention?

i. Prompt: (i) the patients, (ii) primary care staff, (iii) anyone else important to the intervention.

5. Do you feel the intervention helps patients to self-manage? Please explain.
6. Do you feel the intervention helps to optimise treatment for patients? Please explain.
7. Do you feel it facilitates co-ordinated care? Please explain.
8. How has communication been between you and NHS Direct?
9. How has the intervention fit with other services already provided by your practice or in the locality?

10. What helps the intervention to work well?
11. What prevents the intervention from performing well?
12. Which patient groups are most likely to benefit from this intervention? Why?
13. Which patient groups are least likely to benefit from the intervention? Why?
14. What benefits (if any) do you think it offers patients?
15. Any other comments.

DOI: 10.3310/pgfar05010 PROGRAMME GRANTS FOR APPLIED RESEARCH 2017 VOL. 5 NO. 1

© Queen’s Printer and Controller of HMSO 2017. This work was produced by Salisbury et al. under the terms of a commissioning contract issued by the Secretary of State for
Health. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional journals
provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should be
addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

459





Appendix 29 Topic guide for trial participants

1. What types of things did NHS Direct recommend that you do?
2. Do you think you have had any benefit from this service?

i. If yes, what benefit and what about the service helped you to get this?
ii. In particular, has the service:

– helped you to manage your health problems yourself?
– helped you get the right treatment for you?
– helped to ensure the care you get is co-ordinated?

iii. If no, what has stopped you gaining benefit?

3. What was good about how the service has been delivered?
4. What needs to be improved?
5. How has your general practice helped you with this service?
6. How has the service fit with other services already provided by your practice or in your area?
7. Is this a good thing to do in general for people with depression (raised CVD risk)?
8. Anything else you’d like to say?
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Appendix 30 Baseline characteristics of
participants in the depression trial who completed or
did not complete the primary outcome (PHQ-9) at
4 months

Characteristic

Non-missing primary outcome,
n (%)

Missing primary outcome,
n (%)

Usual care
(n= 270)

Intervention
(n= 255)

Usual care
(n= 32)

Intervention
(n= 52)

Demographic data

Age (years), mean (SD) 50.6 (12.9) 49.7 (12.7) 44.3 (11.2) 46.1 (13.3)

Female 181 (67) 174 (68) 23 (72) 39 (75)

White 261 (97) 248 (98) 31 (97) 52 (100)

Current employment situation

Full-time employment 78 (29) 74 (29) 14 (44) 14 (27)

Part-time employment 36 (13) 48 (19) 3 (9) 8 (16)

Full-time education 2 (1) 4 (2) 0 (0) 1 (2)

Unemployed 12 (4) 10 (4) 1 (3) 4 (8)

Unable to work because of long-term
illness/disability

69 (26) 58 (23) 9 (28) 15 (29)

Unable to work because of carer responsibilities 2 (1) 3 (1) 0 (0) 1 (2)

Fully retired from work 42 (16) 34 (13) 2 (6) 6 (12)

Looking after the home 10 (4) 12 (5) 0 (0) 1 (2)

Doing something else 16 (6) 9 (4) 3 (9) 1 (2)

Occupation (most recent or current)

Administrative or secretarial occupations 45 (19) 40 (18) 6 (21) 9 (20)

Associate professional or technical occupations 37 (16) 31 (14) 0 (0) 4 (9)

Elementary occupations 17 (7) 16 (7) 4 (14) 3 (7)

Managers or senior officials 27 (12) 29 (13) 5 (18) 12 (27)

Personal services 25 (11) 25 (11) 3 (11) 2 (4)

Process, plant and machine operatives 11 (5) 14 (6) 0 (0) 1 (2)

Professionals 32 (14) 35 (16) 3 (11) 7 (16)

Sales and customer services 30 (13) 23 (10) 5 (18) 6 (13)

Skilled trades 10 (4) 12 (5) 2 (7) 1 (2)

Highest educational qualification achieved

Degree or higher degree 75 (28) 58 (23) 9 (28) 10 (19)

A levels or equivalent 52 (20) 49 (20) 2 (6) 14 (27)

GCSEs/O levels or equivalent 102 (38) 110 (44) 17 (53) 20 (38)

No qualifications 37 (14) 34 (14) 4 (13) 8 (15)
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Characteristic

Non-missing primary outcome,
n (%)

Missing primary outcome,
n (%)

Usual care
(n= 270)

Intervention
(n= 255)

Usual care
(n= 32)

Intervention
(n= 52)

Accommodation

Own accommodation or buying with mortgage 150 (56) 152 (60) 12 (38) 27 (52)

Part-rent or rent accommodation 107 (40) 97 (38) 17 (53) 21 (40)

Lives rent free 11 (4) 6 (2) 3 (9) 4 (8)

Index of Multiple Deprivation, mean (SD) 17.7 (12.9) 18.4 (13.1) 21.1 (14.2) 17.7 (11.4)

Clinical data

Treated for depression 230 (94) 224 (91) 28 (90) 45 (90)

PHQ-9 score, mean (SD) 16.6 (4.7) 17.0 (4.5) 17.7 (4.5) 17.2 (4.3)

GAD-7 score, mean (SD) 12.4 (5.0) 13.8 (4.5) 13.0 (5.4) 12.4 (4.9)

Categorised with mild depression from CIS-R 49 (18) 33 (13) 3 (9) 6 (12)

Categorised with moderate depression from CIS-R 137 (51) 136 (53) 11 (34) 29 (56)

Categorised with severe depression from CIS-R 84 (31) 86 (34) 18 (56) 17 (33)

Taking antidepressants 233 (91) 207 (87) 25 (78) 44 (88)

GCSE, General Certificate of Secondary Education.
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Appendix 31 Baseline characteristics of
participants in the cardiovascular disease risk trial
who completed or did not complete the primary
outcome (QRISK2) at 12 months

Characteristic

Non-missing primary outcome,
n (%)

Missing primary outcome,
n (%)

Usual care
(n= 291)

Intervention
(n= 295)

Usual care
(n= 25)

Intervention
(n= 30)

Demographic data

Age (years) at CVD assessment, mean (SD) 67.5 (4.3) 67.6 (5.0) 64.9 (7.0) 66.6 (3.8)

Female 64 (22) 52 (18) 2 (8) 8 (27)

White 288 (99) 292 (99) 25 (100) 29 (97)

Current employment situation

Full-time employment 36 (13) 48 (17) 3 (13) 6 (20)

Part-time employment 38 (13) 27 (9) 5 (21) 2 (7)

Unemployed 3 (1) 2 (1) 1 (4) 0 (0)

Unable to work because of long-term
illness/disability

6 (2) 1 (< 0) 1 (4) 2 (7)

Unable to work because of carer responsibilities 3 (1) 2 (1) 0 (0) 0 (0)

Fully retired from work 183 (64) 191 (67) 13 (54) 19 (63)

Looking after the home 3 (1) 4 (1) 0 (0) 0 (0)

Doing something else 15 (5) 11 (4) 1 (4) 1 (3)

Occupation (most recent or current)

Administrative or secretarial occupations 29 (11) 29 (11) 2 (8) 0 (0)

Associate professional or technical occupations 44 (16) 32 (12) 1 (4) 3 (12)

Elementary occupations 25 (9) 15 (6) 3 (13) 1 (4)

Managers or senior officials 48 (18) 61 (23) 7 (29) 4 (15)

Personal services 5 (2) 7 (3) 0 (0) 2 (8)

Process, plant and machine operatives 13 (5) 15 (6) 2 (8) 2 (8)

Professionals 53 (20) 58 (22) 4 (17) 6 (23)

Sales and customer services 9 (3) 10 (4) 2 (8) 3 (12)

Skilled trades 44 (16) 41 (15) 3 (13) 5 (19)

Highest educational qualification achieved

Degree or higher degree 60 (21) 66 (23) 5 (20) 6 (21)

A levels or equivalent 52 (18) 46 (16) 6 (24) 7 (24)

GCSEs/O levels or equivalent 125 (44) 127 (44) 12 (48) 9 (31)

No qualifications 45 (16) 50 (17) 2 (8) 7 (24)
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Characteristic

Non-missing primary outcome,
n (%)

Missing primary outcome,
n (%)

Usual care
(n= 291)

Intervention
(n= 295)

Usual care
(n= 25)

Intervention
(n= 30)

Accommodation

Own accommodation or buying with mortgage 245 (84) 259 (88) 19 (76) 22 (73)

Part-rent or rent accommodation 40 (14) 32 (11) 6 (24) 8 (27)

Lives rent free 5 (2) 2 (1) 0 (0) 0 (0)

Index of Multiple Deprivation, mean (SD) 16.2 (11.9) 15.6 (11.1) 22.5 (17.8) 14.9 (12.8)

Clinical data

QRISK2 score, mean (SD) 30.7 (9.4) 31.3 (10.4) 31.2 (10.1) 28.9 (7.7)

Systolic blood pressure (mmHg), mean (SD) 147.9 (17.6) 147.7 (16.4) 150.4 (18.6) 146.8 (13.9)

Diastolic blood pressure (mmHg), mean (SD) 79.8 (10.4) 81.2 (9.4) 82.2 (10.7) 80.3 (11.6)

Weight (kg), mean (SD) 92.2 (18.7) 93.4 (17.6) 88.9 (21.2) 91.5 (14.9)

BMI (kg/m2), mean (SD) 31.1 (5.6) 31.1 (5.4) 29.5 (6.6) 32.0 (5.7)

Total cholesterol, mean (SD) 4.9 (1.2) 4.9 (1.2) 4.9 (1.2) 5.1 (1.5)

Ratio of total cholesterol to HDL cholesterol,
mean (SD)

4.2 (1.3) 4.3 (1.5) 4.6 (1.9) 4.2 (1.3)

Non-smoker 96 (33) 106 (36) 7 (28) 8 (27)

Ex-smoker 138 (47) 146 (49) 10 (40) 17 (57)

Light smoker 26 (9) 24 (8) 4 (16) 1 (3)

Moderate smoker 15 (5) 12 (4) 4 (16) 1 (3)

Heavy smokers 16 (5) 7 (2) 2 (8) 0 (0)

Taking antihypertensives 113 (39) 110 (37) 10 (40) 6 (20)

Taking lipid-lowering medication 142 (49) 140 (48) 11 (44) 18 (60)

Diabetes 58 (20) 67 (23) 4 (16) 10 (33)

Chronic kidney disease 33 (11) 19 (6) 1 (4) 1 (3)

Atrial fibrillation 19 (7) 23 (8) 1 (4) 0 (0)

Rheumatoid arthritis 8 (3) 5 (2) 0 (0) 1 (3)

GCSE, General Certificate of Secondary Education.
Note
The QRISK2 score is an algorithmically based estimate of 10-year risk of having a cardiovascular event, such as a
heart attack.195
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Appendix 32 Relevant systematic reviews and
randomised controlled trials published since
March 2010

Recent relevant systematic reviews

In 2012, Wootton54 published a high-level systematic review of trials and reviews of telehealth
interventions for five common chronic diseases (asthma, COPD, diabetes, heart failure and hypertension).
The review was similar to our own evidence synthesis reported in Chapter 2 and reached similar
conclusions. Wootton54 found that most studies had reported positive effects, but a funnel plot suggested
the likelihood of publication bias and more recent trials provided weaker evidence of benefit. Much of the
research was short term and there are still few studies of cost-effectiveness. Wootton54 concluded that ‘the
evidence base for the value of telemedicine in managing chronic diseases is on the whole weak and
contradictory’ (p. 211). Several other systematic reviews and meta-reviews have been published since
March 2010.63,282,415,431,432 These have continued to support our previous conclusion that the evidence for
the benefit of telehealth is limited, although a systematic review of telephone health coaching for people
with LTCs published in 2011 was generally positive.433

A useful review focused on the evidence on the implementation as well as the effectiveness of interactive
web-based programmes for older patients with LTCs.413 This found that these programmes were associated
with improvements in self-efficacy and self-management behaviours, but there was little evidence of
benefits in terms of health outcomes. Early attrition because of discontinuing the intervention was a
problem in several studies included in the review.

Recent relevant primary studies

The WSD study155 was a cluster randomised trial of a whole-system redesign of care for patients with
diabetes, COPD or heart failure in three areas of England using a range of technological approaches, such
as remote monitoring supported by telephone-based case management. The primary outcome was the
proportion of people with an inpatient admission over a 12-month period and secondary outcomes
included mortality and costs. The trial involved > 3000 participants from 179 general practices. The results
showed a modest reduction in hospital admission rates but this appears to have been mainly related to a
short-term increase in admission rates in the control group at the start of the trial, which may have been
related to the process of participant recruitment.155 An economic analysis suggested that the intervention
was not cost-effective because of very small benefits in quality of life associated with high costs
(incremental cost per QALY £92,000).52,53

The design of the Healthlines Service was influenced by the previous experience of NHS Direct as a partner
in Birmingham OwnHealth, which provided telephone-based health coaching for people with LTCs.
The results of an evaluation of the impact of this intervention on hospital admission rates have now been
published.156 This was a cohort study with matched control subjects that involved 2698 intervention
participants with heart failure, CHD, diabetes or COPD and a history of inpatient or outpatient hospital
use. Contrary to expectations, the intervention was associated with increases, rather than reductions,
in both hospital admissions and secondary care costs.
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In contrast, a US-based RCT compared two groups of patients who were offered a telephone intervention
with similarities to the Healthlines Service.434 Health coaches telephoned participants to provide support for
behavioural change and self-management, sending them links to internet-based resources and DVDs as
appropriate. The trial compared one group of patients for whom predictive modelling software was used
to offer health coaching to those with a high risk of hospital admission and another group of patients who
had access to health coaching but without an outreach programme to offer it to them. The study showed
that 10% of those in the intervention group and 3% of those in the control group received health
coaching. The intervention group showed large reductions in costs and hospital admissions compared with
the control group. However, this study design makes it difficult to be sure whether or not these benefits
resulted entirely from the health coaching and the relevance of this US-based study to the NHS
environment is also uncertain.

APPENDIX 32

NIHR Journals Library www.journalslibrary.nihr.ac.uk

468





Part of the NIHR Journals Library 
www.journalslibrary.nihr.ac.uk

Published by the NIHR Journals Library

This report presents independent research funded by the 
National Institute for Health Research (NIHR). The views 
expressed are those of the author(s) and not necessarily 
those of the NHS, the NIHR or the Department of Health

EME
HS&DR
HTA
PGfAR
PHR


	Programme Grants for Applied Research 2017; Vol. 5; No. 1
	List of tables
	List of figures
	List of boxes
	List of abbreviations
	Open access to software developed for this research programme

	Plain English summary
	Scientific summary
	Chapter 1 Introduction and background
	Background to the development of this research programme
	Background to the research topic
	Importance of the research and its relevance to the priorities and needs of the NHS
	Need for research in this area
	Postscript: closure of NHS Direct

	Aims and objectives
	Aim
	Objectives

	Overview of the research plan

	Chapter 2 An evidence synthesis of telehealth interventions for long-term conditions
	Abstract
	Introduction
	Design
	Meta-review of systematic reviews
	Introduction
	Methods
	Results
	Conclusions

	Review of depression
	Introduction
	Methods
	Findings
	Conclusions

	Synthesis of qualitative evidence
	Introduction
	Methods
	Findings
	Conclusions

	Realist synthesis
	Introduction
	Methods
	Findings
	Conclusions

	Horizon scanning
	Introduction
	Methods
	Results
	Conclusions

	Systematic review of telehealth interventions for primary prevention of cardiovascular disease
	Introduction
	Methods
	Results
	Conclusions

	Overall conclusions and implications for the Healthlines study

	Chapter 3 A cross-sectional survey of interest in telehealth: perspectives of patients with long-term conditions
	Abstract
	Introduction
	Methods
	Design
	Sampling and recruitment
	Sample size
	Measures
	Outcome variable
	Explanatory variables
	Patient and public involvement
	Statistical analysis

	Results
	Response rate
	Sample characteristics
	Overview of health needs, access difficulties, technology-related factors and satisfaction with previous telehealth use
	Health needs and health-care access difficulties
	Overview of interest in using telehealth
	What factors are associated with interest in telehealth?

	Discussion
	Summary of the main results
	Results in the context of existing research
	Strengths and weaknesses
	Implications of the results

	Conclusion

	Chapter 4 A qualitative study of health-care professionals’ and patients’ views of telehealth to support long-term conditions in primary care
	Abstract
	Introduction
	Methods
	Results
	Patients
	Health-care professionals
	Views from the practices

	Discussion
	Trust and confidence in proposed new systems
	The exemplar conditions and areas of need
	The importance of context and targeting

	Conclusion

	Chapter 5 TElehealth in CHronic disease: mixed-methods study to develop the TElehealth in CHronic disease conceptual model for intervention design and evaluation
	Abstract
	Introduction
	Evidence of benefits
	The need for a conceptual model

	Methods
	Evidence review
	Synthesis
	Using the model to design an intervention
	The model as a framework for evaluation

	Results
	Evidence review

	Synthesis and development of the model
	Engagement of patients and primary care providers
	Effective long-term disease management
	Partnership
	Context: characteristics of patients and wider social and health system

	Specifying outcomes
	Using the model to develop a telehealth intervention
	Use of the TElehealth in CHronic disease model for evaluation
	Discussion
	Principal findings
	Strengths and limitations
	Relationship to previous studies
	Implications for clinicians and policy makers


	Chapter 6 The Healthlines Service: description of the telehealth intervention
	Overview
	Intervention overview
	Development of the intervention
	Content of the intervention
	Depression trial
	Cardiovascular disease risk trial
	Additional theoretical components incorporated into the intervention
	Intervention staff
	Hours and mode of operation
	Intervention completion
	Closure of NHS Direct and transfer of the Healthlines Service to Solent NHS Trust


	Chapter 7 Randomised controlled trial methods
	Overview
	Depression and cardiovascular disease risk trial methods
	Outline of the trial design
	Aim and objectives of the trials
	Settings
	Inclusion criteria
	Exclusion criteria
	Recruitment procedures
	Trial run-in phase
	Commencement of the depression trial and delay to the cardiovascular disease risk trial
	Transfer of the service from NHS Direct to Solent NHS Trust
	Impact on intervention encounters
	Subsidiary studies
	Outcome measurement
	Serious adverse events
	Data collection and follow-up
	Statistical considerations
	Research governance
	Patient and public involvement

	Economic evaluation methods
	Introduction to methods used for economic evaluation
	Perspective
	Form of analysis
	Sources of data: outcomes
	Sources of data: resource use, personal costs and productivity
	Valuation of resources
	Costs of the Healthlines interventions
	Primary care and community health and community services
	Hospital-related services
	Personal costs of participants and carers
	Productivity
	Prescribed medication
	Analysis
	Missing data and imputation
	Uncertainty
	Discounting
	Introduction to long-term cardiovascular disease risk modelling
	The state transition cohort simulation model
	Cohort size and characteristics
	Definition of cardiovascular disease events and model states
	Cycle length
	Model perspective and discount rate
	Duration of the effect of the intervention
	Annual growth in QRISK2 score
	Incidence rates for primary events and annual growth of QRISK2 scores
	Transitions and secondary events
	Utility
	Mortality
	Costs
	Summary of health state costs
	Sensitivity of the simulation model results to trial costs and quality-adjusted life-years

	Process evaluation methods
	Qualitative interview study


	Chapter 8 Results from the depression trial
	Abstract
	Overview
	Baseline characteristics
	Primary outcome
	Complier average causal effect analysis
	Subgroup analyses of the primary outcome
	Secondary outcomes
	Binary PHQ-9 response and repeated measures analysis
	Continuous PHQ-9 score
	Continuous GAD-7 score
	Patient satisfaction
	Intervention satisfaction
	Access to care

	Process measures analyses
	Amount of intervention received

	Exploration of potential mechanisms
	Patient engagement
	General practitioner engagement
	Self-management
	Treatment optimisation
	Care co-ordination
	Patient context

	Adverse events
	Post hoc subgroup analyses suggested by the embedded qualitative study
	Discussion
	Interpretation of the findings
	Strengths and limitations
	How the findings compare with those of previous research
	Conclusion


	Chapter 9 Results from the cardiovascular disease risk trial
	Abstract
	Overview
	Baseline characteristics
	Primary outcome
	Complier average causal effect analysis
	Subgroup analyses of the primary outcome
	Secondary outcomes
	Binary QRISK2 response
	Smoking
	Continuous QRISK2 score
	Blood pressure
	Cholesterol
	Weight and body mass index
	Patient satisfaction
	Intervention satisfaction
	Access to care

	Process measures analyses
	Amount of intervention received

	Exploration of potential mechanisms
	Patient engagement
	General practitioner engagement
	Self-management
	Treatment optimisation
	Care co-ordination
	Patient context

	Adverse events
	Post hoc subgroup analyses suggested by the embedded qualitative study
	Discussion of the results of the cardiovascular risk trial
	Interpretation of the findings
	Strengths and limitations
	Relationship to previous research
	Evidence about specific approaches used

	Conclusion

	Chapter 10 Economic evaluation results
	Abstract
	Introduction
	Depression trial
	NHS resource use in the depression trial
	Costs to participants and their friends and family
	Quality-adjusted life-years
	Costs and quality-adjusted life-years from imputed data
	Summary of findings: depression

	Cardiovascular disease risk trial
	NHS resource use in the cardiovascular disease risk trial
	Costs to participants and their friends and family
	Quality-adjusted life-years
	Costs and quality-adjusted life-years from imputed data
	Summary of findings: cardiovascular disease risk
	Results from long-term modelling of cardiovascular disease risk
	Discussion of the cost-effectiveness findings from the within-trial evaluation and the lifetime simulation model


	Chapter 11 Process evaluation results: embedded qualitative interview study
	Abstract
	Introduction
	Findings
	Description of participants
	Overview of findings
	Outcomes
	Implementation of the intervention
	Mechanisms of action
	Context
	Testing hypotheses generated by the embedded qualitative study
	Summary of findings
	Strengths and limitations

	Conclusions

	Chapter 12 Discussion and conclusions of the Healthlines programme
	Summary of main findings
	What do the findings tell us about the utility of the TElehealth in CHronic disease model?

	Strengths and limitations of the research programme
	Strengths
	Limitations

	Relation to previous studies
	Successes and challenges
	Successes
	Challenges

	The future of this type of initiative and the relationship with primary care
	Impact of patient and public involvement
	Priorities for research
	Implications for health care
	Conclusion


	Acknowledgements
	References
	Appendix 1 Table of studies included in the meta-review of long-term conditions
	Appendix 2 Quality assessment of qualitative papers according to the Critical Appraisal Skills Programme criteria
	Appendix 3 Data extraction of qualitative evidence for long-term conditions and telehealth
	Appendix 4 Summary of included studies addressing changes in overall cardiovascular disease risk factors
	Appendix 5 Cochrane risk of bias assessment
	Appendix 6 Subset of constructed questionnaire items
	Appendix 7 Depression and cardiovascular disease risk patient management software
	Appendix 8 Excerpts of computerised scripts from the Healthlines Service for the depression and cardiovascular disease risk interventions
	Appendix 9 Screenshots of depression and cardiovascular disease risk patient web portal
	Appendix 10 Welcome Pack (depression trial)
	Appendix 11 Example screenshots from the Living Life to the Full Interactive programme
	Appendix 12 Sample letter to depression patients’ general practitioner with update on PHQ-9 score
	Appendix 13 Modular structure of intervention encounters in the depression trial
	Appendix 14 Example screenshots of features available from the Big White Wall programme
	Appendix 15 Modular structure of intervention encounters in the cardiovascular disease risk trial
	Appendix 16 Sample letter to general practitioner of cardiovascular disease risk patient to request a review of blood pressure medication
	Appendix 17 Proportion of patients invited to the depression and cardiovascular disease risk trials who declined participation by selecting one of the prespecified reasons on the decline form
	Appendix 18 Baseline cardiovascular disease risk assessment form
	Appendix 19 Further details on primary outcome deviations from the protocol
	Appendix 20 Cardiovascular disease risk trial baseline questionnaire
	Appendix 21 Cardiovascular disease risk trial 12-month follow-up questionnaire (intervention group)
	Appendix 22 National average unit costs for primary care and personal social services
	Appendix 23 National average unit costs of hospital-related services
	Appendix 24 Further information on elements of long-term simulation modelling of the Healthlines cardiovascular disease risk trial data
	Appendix 25 Primary cardiovascular disease event incidence rates used in the simulation model
	Appendix 26 Costs of treatments and health states used in the cohort simulation model
	Appendix 27 Topic guide for NHS Direct staff
	Appendix 28 Topic guide for primary care staff
	Appendix 29 Topic guide for trial participants
	Appendix 30 Baseline characteristics of participants in the depression trial who completed or did not complete the primary outcome (PHQ-9) at 4 months
	Appendix 31 Baseline characteristics of participants in the cardiovascular disease risk trial who completed or did not complete the primary outcome (QRISK2) at 12 months
	Appendix 32 Relevant systematic reviews and randomised controlled trials published since March 2010



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Gray Gamma 2.2)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.5
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /sRGB
  /DoThumbnails true
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo false
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo false
  /PreserveFlatness false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Remove
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
    /Arial-Black
    /Arial-BoldItalicMT
    /Arial-BoldMT
    /Arial-ItalicMT
    /ArialMT
    /ArialNarrow
    /ArialNarrow-Bold
    /ArialNarrow-BoldItalic
    /ArialNarrow-Italic
    /ArialRoundedMTBold
    /ArialUnicodeMS
    /GillSansMT
    /GillSansMT-Bold
    /GillSansMT-BoldItalic
    /GillSansMT-Italic
    /Helvetica
    /Helvetica-Black
    /Helvetica-BlackOblique
    /Helvetica-Bold
    /Helvetica-BoldOblique
    /Helvetica-Compressed
    /Helvetica-Condensed
    /Helvetica-Condensed-Black
    /Helvetica-Condensed-BlackObl
    /Helvetica-Condensed-Bold
    /Helvetica-Condensed-BoldObl
    /Helvetica-Condensed-Light
    /Helvetica-Condensed-LightObl
    /Helvetica-Condensed-Oblique
    /Helvetica-ExtraCompressed
    /Helvetica-Fraction
    /Helvetica-FractionBold
    /HelveticaInserat-Roman
    /Helvetica-Light
    /Helvetica-LightOblique
    /Helvetica-Narrow
    /Helvetica-Narrow-Bold
    /Helvetica-Narrow-BoldOblique
    /Helvetica-Narrow-Oblique
    /TimesNewRomanPS-BoldItalicMT
    /TimesNewRomanPS-BoldMT
    /TimesNewRomanPS-ItalicMT
    /TimesNewRomanPSMT
    /Times-Roman
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /ColorImageMinResolution 100
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 100
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages false
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 1.30
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 1.30
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 10
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 10
  >>
  /AntiAliasGrayImages false
  /CropGrayImages false
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages false
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 1.30
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 1.30
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 10
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 10
  >>
  /AntiAliasMonoImages false
  /CropMonoImages false
  /MonoImageMinResolution 300
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 300
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects true
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /ENU (Web PDFs for NIHR Journals Library article text. RGB colour, low-resolution images, bookmarks and hyperlinks included.)
  >>
  /ExportLayers /ExportVisiblePrintableLayers
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /BleedOffset [
        0
        0
        0
        0
      ]
      /ConvertColors /ConvertToRGB
      /DestinationProfileName (sRGB IEC61966-2.1)
      /DestinationProfileSelector /UseName
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks true
      /IncludeHyperlinks true
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MarksOffset 6
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PageMarksFile /RomanDefault
      /PreserveEditing false
      /UntaggedCMYKHandling /UseDocumentProfile
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [600 600]
  /PageSize [612.000 792.000]
>> setpagedevice


	Crossmark: 
	Page 1: 



