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Obijective: Supporting patients’ self care could have a major effect on the management of long-term
conditions, which has led to worldwide interest in effective self care interventions. In England, self care
support is being developed through the “’Expert Patients Programme’’, which provides lay-led generic courses
to improve patients’ self care skills. However, the clinical and cost effectiveness of such courses remains
unclear.

Methods: Two-arm pragmatic randomised controlled trial design with waiting list control in community
seftings in England. 629 patients with a wide range of self-defined long-term conditions were studied. The
lay-led self care support group involved 6-weekly sessions to teach self care skills. Primary outcomes were
self-efficacy, reported energy and routine health services utilisation at 6 months. A cost-effectiveness analysis
was also conducted.

Results: Patients receiving immediate course access reported considerably greater self-efficacy and energy at
6-month follow-up, but reported no statistically significant reductions in routine health services utilisation over
the same time period. The cost-effectiveness analysis showed that patients receiving immediate course access
reported considerably greater health related quality of life, and a small reduction in costs. If a quality adjusted
life year was valued at £20 000 ($39 191; €30 282), there was a 70% probability that the intervention was
cost effective.

Conclusions: Lay-led self care support groups are effective in improving self-efficacy and energy levels among
patients with long-term conditions, and are likely to be cost effective over 6 months at conventional values of
decision-maker’s willingness to pay. They may be a useful addition to current services in the management of
long-term conditions.

conditions," and there is worldwide interest in the

development of models of service delivery to manage these
changing needs.” The National Health Service (NHS) policy
envisages care for long-term conditions based on three tiers:
case management for patients with multiple, complex condi-
tions; disease management for patients at some risk, through
guideline-based programmes in primary care;’ * and self care
support for low-risk patients (70-80% of those with long-term
conditions). self care has been defined as “‘the care taken by
individuals towards their own health and well being: it
comprises the actions they take to lead a healthy lifestyle; to
meet their social, emotional and psychological needs; to care for
their long-term condition; and to prevent further illness or
accidents”.”

self care support in England is being provided through a
broad initiative called the “Expert Patients Programme” (EPP).°
One key priority of this initiative is the development of effective
interventions to increase patients’ self care skills. Effective
disease-specific programmes have been designed for heart
disease and arthritis.”'® However, commonalities in the
approaches used to manage long-term conditions have led to
interest in generic programmes,'' > which may be more
efficient to provide.

One generic programme developed in the US, the chronic
disease self management programme (CDSMP),° has been
adapted for use in England. This is a group intervention, led by
trained lay people with experience of long-term conditions,

The global burden of disease is shifting to long-term
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designed to enable participants to develop appropriate self care
skills."!

There is preliminary evidence for the effectiveness of the
CDSMP in the US and China."" " '* However, deficiencies in the
evidence remain. Effectiveness may be influenced by local
health service context, and published results may not general-
ise. A recent study has been completed in England, but that was
restricted to ethnic minorities with particular conditions
recruited directly from primary care.” In addition, there is
significant interest in the potential for effective self care to
reduce demand on health services.' There is some preliminary
evidence that the CDSMP is associated with reductions in
health service use," but these analyses have been limited in
scope, and have not explicitly modelled the relationship
between costs and outcomes."”

METHODS

The Research into Expert Patients—Outcomes in a Randomised
Trial (REPORT) was a two-arm trial comparing the clinical and
cost effectiveness of the lay-led self care support programme
with a waiting list control. The evaluation of the lay-led self
care support programme within REPORT was conducted in
parallel with a wider national implementation of the pro-
gramme within the EPP.

Abbreviations: CDSMP, chronic disease self management programme;
EPP, Expert Patients Programme; NHS, National Health Service; REPORT,
Research into Expert Patients—Outcomes in a Randomised Trial; QALY,
quality-adjusted life year
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Participants

REPORT was a pragmatic trial, designed to maximise external
validity by recruiting a representative sample of patients and
providing treatments in a way that reflects routine delivery. The
EPP is informed by philosophies of social inclusion and patient
empowerment,'® and access is not based on medical definitions,
but on self-defined long-term conditions. The trial was
designed to reflect the broader programme, and no specific
inclusion or exclusion criteria were used beyond a self-defined
long-term condition. Recruitment was carried out in all 28
Strategic Health Authorities in England.

Intervention
The lay-led self care support programme was an anglicised
version of the CDSMP developed by researchers at Stanford
University in the USA." The course involved six 2.5 h group
sessions held weekly. Attendance at four or more was required
for a patient to be considered a “completer”. Groups
comprised 8-12 participants, taught by a pair of lay trainers
or volunteer tutors who were trained and subject to quality
assurance.” Meetings were generally held in non-NHS
premises. The intervention was conducted according to a
written manual, and included sessions on relaxation, diet,
exercise, fatigue, breaking the ‘“symptom cycle”, managing
pain and medication, and communication. Trainers are taught
to act as “role models”. Goal setting and action planning
sessions form a key part of the training course and each leader
and participant is expected to set out a goal with specific
actions they plan to undertake during the coming week. The
plans are based on something that the individual wants to do
which is reasonable, action-specific and state What? How
much? When? and How often? they will undertake the action.
They state their level of confidence that they will achieve this
goal. This activity is intended to increase self-efficacy as
participants are taught how to refine their plans until they are
confident they will be able to achieve them; the following
week they report on their success and the group attempts to
deal with any difficulties encountered. The theoretical model
underlying the course was categorised by a recent systematic
review as ‘‘social learning”."

Patients in the waiting list control could access the
intervention after 6 months.

Outcomes

The causal mechanisms of ““complex interventions”*° such as
the current intervention are potentially multifaceted. However,
previous work within health psychology and the CDSMP*' **
suggests a theoretical model (fig 1) where the primary causal
mechanism is change in self-efficacy cognitions (ie, patients’
confidence in managing their condition), with changes in self
care behaviour secondary. Changes in self-efficacy are hypothe-
sised to lead directly to changes in health status, which in turn
influences healthcare utilisation.”® Outcome assessments
reflected this model, and were based on validated self-report
scales used in previous studies® (fig 1). These were supple-
mented by self-reported measures of healthcare utilisation
(including medication, primary, secondary and community
care) and patient-borne costs. Finally, health-related quality of
life was measured using the EuroQol, which assesses patients’
health state across five dimensions (self care, mobility, anxiety/
depression, usual activities and pain/discomfort) and ascribes
cach state a utility value based on a population tariff.** All
measures were collected at baseline, 6 months (from randomi-
sation) and 12 months, although only 6-month follow-up data
are presented as the 12-month follow-up lacked an untreated
control group.
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Procedures

REPORT was approved by the Multicentre Research Ethical
Committee (03/8/2). Patients were recruited through EPP and
primary care trust staff, press releases and the EPP webpage.
Patients were only recruited when random assignment to the
waiting list control group did not risk insufficient participants
being available to run a group.” Patients interested in
participating were sent information sheets, consent forms and
baseline questionnaires.

Patients were the unit of randomisation. A computer
generated minimisation procedure was used, using the follow-
ing variables: Strategic Health Authority, general health, main
condition, gender, age, ethnicity and accommodation status.
Seasonal change between date of recruitment and 6-month
follow-up was an additional, uncontrolled a priori prognostic
factor.

To ensure concealment of allocation, patient details were
passed to another member of the research team not involved
with individual patient recruitment. The randomisation ratio
was 1:1. Patient preferences were measured.” ** Follow-up was
by postal questionnaire with telephone reminders. Some group
meetings were delayed or cancelled, resulting in variability in
elapsed times between randomisation, start of the intervention
and follow-up for patients in the intervention group. A
computer program was used to calculate follow-up dates with
comparable variability for control patients and to maintain
distributional equivalence between the trial arms.

Statistical analysis

A published systematic review of disease-specific chronic
disease management interventions’ reported an overall stan-
dardised effect size of 0.25. Pretrial sample-size calculations,
assuming ranges of values for several unknown parameters (eg,
intraclass correlation, attrition and baseline-follow-up covar-
iance), estimated that 500-900 patients were needed for 90%
power to detect a standardised effect size of 0.25. A second
power calculation was conducted when values of these
unknown parameters could be estimated from the data, and
this suggested that 600 patients were required. Recruitment
ended with the entry of 629 patients into the trial.

Three primary outcomes were defined a priori (fig 1). The
first was the mean of scores on four self-efficacy scales. The
second was a measure of health status. Multiple health status
measures were available, but the energy scale was chosen as the
most relevant measure applicable across a heterogenous patient
group. The third primary outcome was a measure of routine
health service utilisation, based on the sum of self-reported
general practitioner consultations, practice nurse appoint-
ments, accident and emergency attendances and outpatient
visits. The measure provided only a partial view of overall
utilisation (excluding aspects such as inpatient stays and
medication), and a conventional cost-effectiveness analysis
was also conducted using the full range of eligible costs (see
below).

Secondary outcomes included other measures of health
status and measures of self care behaviour.

Analyses were conducted in Stata V.8 according to a
prespecified plan and on an intention-to-treat basis, using
analysis of covariance with robust estimates of variance. The
primary analysis used the baseline outcome values and all
minimisation variables as covariates, with the exception of
Strategic Health Authority, as the number of authorities was
large relative to sample size.”” Although the utilisation outcome
was markedly skewed, the sample was large enough for this to
not be a problem in the analysis.

An a level of 5% was used throughout. Each primary outcome
dealt with a different question and analysis of secondary
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Lay-led selfcare support programme

Self-care behaviour training

Exercise programmes, cognitive symptom management, relaxation
Self-efficacy enhancement training

Skills mastery, modelling

Figure 1 Theorefical framework for
outcomes measurement

—

Selfefficacy beliefs

To exercise (3 items)

To manage disease (5 items)

To manage symptoms (5 items)
To manage depression (6 items)

Diet (1 item)

Example items
How confident are you that you can do all
the things necessary to manage your
condition on a regular basis?
How confident are you that you can judge
when the changes in your illness mean you
should visit a doctor?
("Not at all confident" to "very confident")

Selfcare behaviours
Stretching/aerobic exercise (6 items)

Complementary medicine (2 items)
Relaxation (1 item)

Information seeking (1 item)
Partnership with professionals (4 items)

y

Health status

Energy (5 items)
Example items
Did you feel worn out?
Did you have a lot of energy?
("None of the time" to "all of the time")

and nurses)

General health (1 item)

Social role limitations (4 items)
Pain (5 items)

Psychological well-being (5 items)
Health distress (4 items)

Health services utilisation
Primary care visits (general practitioners

Accident and emergency visits
Specialist outpatient visits

Hypothesised primary causal pathway

Hypothesised secondary causal pathway

outcomes was exploratory, therefore adjustment for multiple
testing was not applied.”® Standardised effect sizes were
calculated to allow comparison with previous studies. Post-
hoc subgroup analyses examined differential effects of the
intervention associated with types of long-term condition.

Sensitivity analyses

Three sensitivity analyses were conducted to assess the
robustness of the results to the choice of covariates: (a) adding
Strategic Health Authority to the model; (b) adding variables
to adjust for seasonal change and variable times between
baseline and follow-up assessments; and (c) an analysis
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unadjusted for any covariates other than the baseline value of
the outcome.”

Cost-effectiveness analysis

A cost-effectiveness analysis was conducted alongside the
clinical trial. Only a summary of the main findings are reported,
and full details will be presented elsewhere. Data on resource
use were combined with unit cost data to provide estimates of
overall costs per patient. The costs included the full range of
costs associated with the self care support programme
(estimated at £250 ($489; €378) per patient by the
Department of Health), which was applied to all patients who
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Potential participants
requesting information
about the trial (n =1260)

Randomised (n = 629)

Non-participants (n = 631)

1

Immediate referral to
programme (n =313)

Attended programme
(n=232,74.1%)

Attended 4+ sessions (n =187, 59.7%)
Attended all 6 sessions (n =104, 33.2%)

Completed 6-month follow-up
(n = 248, 79.2%)

1

Waiting list control (n = 316)

Completed 6-month follow-up
(n = 273, 86.4%)

Figure 2 Consolidated Standards of Reporting Trials diagram showing patient flow through the Research into Expert Patients —Outcomes in a Randomised

Trial.

were randomised to the course, irrespective of attendance or
loss to follow-up. The EuroQoL EQ-5D instrument was used to
calculate quality-adjusted life years (QALYs).” The primary
analysis used the net benefit approach.’® Net benefit at the
patient level was calculated by multiplying each patient’s QALY
score by decision-makers’ assumed maximum willingness-to-
pay for a QALY and then subtracting that patient’s costs. These
estimates can then be used to generate the probability that the
intervention is cost-effective over a range of values of will-
ingness-to-pay for a QALY.

RESULTS

In total, 629 patients were recruited between April 2003 and
March 2005 (fig 2). We have discussed some of the reasons for
not taking part in REPORT elsewhere.” >' Reasons included
problems with access (no local course available, course times
unsuitable, lack of provision for those with disabilities); poor
current health state; a feeling that they were already effective
self-managers; dislike of the group approach; or insufficient
motivation to commit to a 6-week course. A total of 521 (83%)
patients returned 6-month assessments (although completion
of individual scales varied slightly). There were no marked
differences in baseline characteristics (table 1). Approximately
one third of patients reported preferences to enter the EPP
immediately, half were indifferent, and the remainder reported
preferences for the wait list control.

There was differential attrition, with 79.2% of 6-month
assessments returned by the intervention group and 86.4% by
the controls (difference 7.2%, 95% CI 1.3% to 13%). Stepwise
logistic regression analysis was used to estimate the probability

of return on the basis of patient characteristics. Return was
significantly more likely from patients who were older, had the
condition longer, owned their own home or had certain types of
condition (musculoskeletal, circulatory, respiratory). The
inverse of these probabilities was assigned as weights.

On primary outcomes (table 2), the intervention patients
reported considerably higher scores for overall self-efficacy and
energy, but reported no differences in healthcare utilisation. On
secondary outcomes, intervention patients reported consider-
ably fewer social role limitations, better psychological well-
being, lower health distress, more exercise and relaxation, and
greater partnership with clinicians. There were no differences
between groups on general health, pain, diet, use of comple-
mentary products or information seeking.

To explore whether the intervention effect, when significant,
varied between conditions, patients were classified into eight
conditions (table 1) and the interaction between condition and
trial group added to the primary analysis. The trial was not
powered to detect interactions, so a criterion of p<0.15 was
used to warrant further investigation.” There were no
significant differences between subgroups on any primary
outcomes, and only one secondary outcome met the criterion
(partnership with clinicians, p =0.13).

None of the results relating to the primary outcome were
influenced substantively by the sensitivity analyses. In the
secondary outcomes, the sensitivity analysis with seasonality
and time between recruitment and follow-up as additional
covariates, the intervention group scored significantly higher on
general health than the controls (p =0.037). In the sensitivity
analysis with Strategic Health Authority as an additional
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Gender: Female
Ethnicity: White
Marital status:
Lives alone
Lives with spouse/partner
Educational qualifications:
None
Degree
Accommodation: Owner-occupied

Work situation:
In paid work
Unable to work due to condition
Retired
Self-reported main long-term health condition*
Musculoskeletal
Endocrine
Circulatory
Myalgic encephalitis /chronic fatigue
Respiratory
Mental health
Neurological
Other

Self-reported general health
Very good/excellent
Good
Fair
Poor

Self-reported baseline health characteristics
Self-efficacy (SD)
Energy (SD)
Service utilisation (SD)

Classification of primary care trust localityt
Predominantly rural
Some rural and mixed
Major and large urban

Seasonal change between recruitment and follow-upz:
Follow-up at a “worse’” month in cycle than recruitment
Follow-up at a ““better’” month in cycle than recruitment
No difference
No seasonal pattern

Time between recruitment and follow-up: (mean days, SD)

Table 1 Baseline demographic and health characteristics

Intervention Control
Characteristic n=313 n=316
Age (SD) 55.5(13.6) 55.3 (13.6)

220 (69.6%)
299 (94.6%)

219 (70.0%)
298 (95.2%)

82 (26.2%)
188 (60.1%)

93 (29.4%)
190 (60.1%)

77 (24.6%)
51 (16.3%)
214 (68.4%)

61 (19.3%)
53 (16.8%)
214 (67.7%)

58 (18.5%)
111 (35.5%)
110 (35.1%)

66 (20.9%)
106 (33.5%)
111 (35.1%)

106 (33.9%) 107 (33.9%)
37 (11.8%) 37 (11.7%)
20 (6.4%) 24 (7.6%)
22 (7.0%) 25 (7.9%)
23 (7.4%) 17 (5.4%)
19 (6.1%) 19 (6.0%)
20 (6.4%) 18 (5.7%)
66 (21.1%) 69 (21.8%)

32(10.2%)
90 (28.8%)
122 (39.0%)

34 (10.8%)
92 (29.1%)
111 (35.1%)

69 (22.0%) 79 (25.0%)
45.9 (21.5) 47.7 (22.3)
32.6 (19.5) 33.3 (20.1)
8.6 (7.3) 9.1(8.1)

94 (30.0%)
114 (36.4%)
105 (33.6%)

93 (29.4%)
118 (37.3%)
105 (33.2%)

21 (6.7%) 18 (5.7%)
31 (9.9%) 45 (14.2%)
28 (9.0%) 24 (7.6%)

233 (74.4%) 229 (72.5%)

219 (40.¢) 209 (37.1)

Values are represented as n (%) unless otherwise specified.

England (September 2005).

*Post-hoc classification. The classification used in minimisation was: musculoskeletal, diabetes, heart disease, other.
tDefinition taken from Department of Environment, Food and Rural Affairs classification of Primary Care Trusts in

1Based on informant ratings of each calendar month, collected at baseline.

covariate, the increase in exercise in the intervention group was
no longer statistically significant (p = 0.068).

Data on all major categories of health services utilisation
are provided in table 3, with conventional measures of
significance and effect size statistics for comparative purposes.
There was a difference in QALYs of 0.02 (95% CI 0.007 to 0.034,
adjusted for baseline characteristics) in favour of the interven-
tion group, and a reduced cost of £27 ($53; €41) (95% CI £368
($721; €557) to £422 ($827;, €639)). Thus the intervention
group were associated with a better QALY profile as well as a
small reduction in costs. Although there is considerable
uncertainty around the estimates of costs and QALYs, if
decision-makers are willing to pay £20 000 ($391 91 and
€30 282) per QALY,” there is a 70% probability that the
intervention is cost effective. Full details of the economic
analysis will be presented elsewhere, including appropriate
sensitivity analyses.
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DISCUSSION

The lay-led self care support programme was responsible for
significant increases in self-efficacy and energy, but did not
affect routine health-services utilisation. Patients in the
intervention groups reported increased health-related quality
of life, and the programme was cost effective at conventional
levels of a decision makers” willingness to pay.

Internal validity issues

Internal validity was increased through procedures to ensure
concealment of allocation.” Attrition was relatively low given
the national sample and the consequent restriction to postal
follow-up. Delivery of the intervention was outside the control
of the REPORT team, and the intervention was being tested
within REPORT at the same time as it was being implemented
routinely, and it is possible that initial delivery was suboptimal,
although central quality assurance procedures were in place.
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Table 2 Outcomes at 6-month follow-up
Unadjusted intervention scores Unadjusted control scores Adjusted difference
Outcome Mean (SD; n) Mean (SD; n) (95% CI)* p Value Effect sizet
Primary outcomes
Self-efficacy 60.3 (19.6; 237) 521 (21.2; 267) 8.9 (6210 11.5) 0.000 0.44
Energy 37.7 (21.4; 247) 35.0 (20.8; 273) 3.7 (1.210 6.3) 0.004 0.18
Health care visitst 6.29 (7.4; 248) 677 (7.5: 273) 20.20 (~1.35 to 0.95) 0.732 0.03
Secondary outcomes
General healtht 2.64 (0.9; 247) 2.75(0.9; 273) —0.10 (—0.22 to 0.01) 0.083 0.11
Social role limitationst: 45.4 (29.9; 248) 51.4 (30.4; 273) —-5.6 (—9.210 —2.0) 0.002 0.19
Paint 62.6 (26; 237) 64.8 (24.5; 267) —2.4(-5410.7) 0.129 0.10
Psychological well-being 64.8 (20.5; 247) 61.2(20.9; 272) 5.1 (2.7 to 7.6) 0.000 0.25
Health distresst: 41.3 (26.2; 247) 46.8 (25.8; 272) —5.1 (-84t —1.7) 0.003 0.20
Exercise 160.2 (132.6; 247) 152.6 (155; 273) 18.8 (0.3 to 37.3) 0.047 0.13
Partnership with clinicianst 56.5 (23.5; 236) 62.6 (23; 267) —-57(-9.51t0 —1.9) 0.003 0.25
Diet 2.3 (0.6; 234) 2.3 (0.7; 267) 0.08 (—0.02 to 0.17) 0.126 0.12
Complementary products 1.6 (0.6; 234) 1.6 (0.7; 266) —0.03 (—0.12 t0 0.07) 0.562 —-0.05
Relaxation 2.1 (0.5; 226) 2.0 (0.6; 257) 0.11 (0.02 to 0.21) 0.018 0.20
Information seeking 2.3 (0.7; 229) 2.2 (0.7; 261) 0.09 (—0.02 t0 0.19) 0.096 0.13
*Values adjusted for baseline outcome values and all minimisation variables as covariates (general health, main condition, gender, age, ethnicity and accommodation
status).
tEffect size based on adjusted difference in means divided by the pooled standard deviation. Positive effect size represents favourable outcome for infervention.
flow scores indicate favourable outcome.

Pragmatic trials such as REPORT use large sample sizes and
limited controls on patient entry, and these methods have been
criticised.”* The heterogenous sample means that variation in
prognosis and capacity to benefit within groups is high; care
must be taken in applying the results to individual patients and
particular patient groups. Although the subgroup analysis did
not find that effects were moderated by health condition, such
analyses were post hoc and underpowered, and classification of
patient problems was based on self-report only. The results of
REPORT may have greater implications for overall health
service policy concerning long-term conditions than for
individual clinical decisions. It should be noted that variability
in the quality of delivery of the course and in the types of
patients entering the trial would generally make it more
difficult to show a statistically significant effect.

Patients were randomised to the intervention or a wait list
control, and there was potential for patient preferences to
affect outcomes through “resentful demoralisation” of the
control group. However, measures at baseline showed that
initial preferences were mixed, and qualitative data suggested
that a proportion of patients were ambivalent about the
intervention.” Furthermore, a recent systematic review
showed a lack of clear evidence that preferences and resentful

demoralisation are significant predictors of outcome in
trials.*

External validity issues
REPORT was designed to maximise external validity, by
recruiting a patient population similar to that accessing EPP.
However this approach was only partly successful. Patients
volunteered through various sources, and as with many self
care studies,' it proved impossible to estimate the proportion of
eligible patients who declined. To ensure that REPORT did not
compromise routine provision, only a proportion of patients
who entered the programme routinely were approached.”
Data on the participants in REPORT were compared with
data from the Health Survey for England, a representative
annual cross-sectional survey which identified nearly 7000
adults with at least one long-standing condition.”> The trial
sample involved a higher proportion of women (70% compared
with 56% in the Health Survey), and they were generally less
active (20% in paid employment vs 48%) and reported greater
numbers of long-term conditions (2.6 vs 1.8). There were
smaller differences in the proportion living alone (28% vs 23%),
and the proportions of ethnic minorities (5% vs 6%) and owner
occupiers (68% vs 72%) were similar.

Table 3 Mean resource use over the 6-month period*

Intervention group Proportion of  Control group Proportion of  Adjusted difference Effect
Resource fype Mean (SD; n) total costs Mean (SD; n) total costs (95% CI) sizef
Inpatient days 0.80 (5.31; 246) 12.9% 1.59 (5.81; 272) 28.9% —0.75(—1.71 10 0.21) 0.13
Medication costs £426 (785; 243) 22.3% £450 (933; 267) 23.2% —0.06 (—108.4t0 108.3)  0.00
Number of outpatient 2.73 (6.30; 248) 14.4% 2.91 (5.07; 273) 15.2% —0.06 (—1.01 to 0.89) 0.01
appointments
Caremel Peciiomer vkl 5.96 (609 2414 37% 3.44 (3.44; 269) 37% ~0.03 (~0.54 to 0.48) 0.01
(surgery)
Patient out-of pocket £493 (1278; 235) 25.8% £378 (964; 263) 19.5% 119.4 (—73.8 to 312.6) -0.11
expenditure§
Intervention costsS| £250 (0; 248) 13.1% £0 (0; 0) 0% NA NA
Number of day case 0.91 (2.96; 247) 4.6% 1.33(3.39; 272) 6.5% —0.43 (—0.98 10 0.12) 0.13
appointments
Number of counsellor visits 0.64 (2.91; 237) 1.1% 0.60 (2.78; 268) 1.0% 0.06 (—0.34 to 0.46) -0.02

*“Table includes all ufilisation accounting for >1% of total costs.
tValues adjusted for baseline utilisation, gender and age.

tEffect size based on adjusted difference in means divided by the pooled standard deviation. Positive effect size represents favourable outcome for infervention.
§Includes expenditure such as dietary supplements, gym classes, yoga and exercise, equipment and house dlterations.
9Includes Expert Patients Programme staff salaries and expenses, travel expenses, assessment and quality assurance, venue hire, consumables and other materials.
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What is already known

® The burden of long-term conditions is significant, and
there is interest in the potential for increasing the role of
patient self care in the management of these conditions.

o Effective self care may improve outcomes and reduce
health service utilisation.

® In England, significant resources have been invested in
the development of a lay-led self care group support
programme for patients, but the clinical and cost
effectiveness of that programme delivered in routine
National Health Service contexts is unclear.

What this paper adds

o The trial shows that a lay-led self care group support
programme improves patient self-efficacy and self-
reported energy.

o Although the programme does not have a significant
effect on routine health service utilisation over 6 months,
overall it is associated with improvements in health
related quality of life at no increased cost, and is likely to
be cost effective.

e The programme may be a useful addition to current
provision for long-term conditions.

All these issues raise questions about external validity. As
noted above, REPORT was conducted in parallel with the
national implementation of the EPP self care initiative, and the
Department of Health collected data on patients who took part
in the lay-led self care support programme as part of the wider
initiative, but did not participate in the trial. Comparison of
populations in and outside the trial showed broad similarities
in characteristics.” The EPP faces significant challenges in
reaching out to a broader population of patients with chronic
disease in the community, and it is unclear whether the results
of REPORT will generalise to that population should the EPP be
successful in increasing participation. However, it is likely that
the results of the trial can be generalised to the population
currently accessing the intervention.

Other studies of the CDSMP have not always provided
relevant data for effect size calculations, but two reported a
somewhat different pattern of results, with comparatively
smaller effects on self-efficacy and psychological well-being in
Hispanic and Chinese populations, larger effects on self-rated
health and health service utilisation, and similar effects on
social role limitations, pain, and partnership with the doc-
tor.” '* Clearly there are differences in patient populations and
health service contexts that could account for these variations.
Such variations do highlight the need for primary studies of
imported interventions, because results in one population
cannot be generalised. However, the current results broadly
replicate previous studies.' ™ They also extend them with a
comprehensive assessment of patient quality of life and
economic outcomes.

Interpretation of the outcomes

In terms of the model in fig 1, the intervention shows the
largest relative effect on self-efficacy, and the effect decreases
further down the causal pathway. The pattern of results
accords with the model in fig 1, where the effects are mediated
through self-efficacy. The self-efficacy concept has a significant
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theoretical and empirical basis,”" but it is not a conventional
health outcome and was originally seen as a mediator of other
outcomes rather than an outcome per se. The REPORT team is
conducting a discrete choice experiment’ to investigate the
value placed on self-efficacy by patients compared with other
outcomes of the intervention.

Energy was the primary measure of health status because it
was an outcome which could be potentially modified by the
intervention across all patients. Although other dimensions
were available, these were less relevant to all types of patient
(for example, pain in patients with diabetes). However, the
circumscribed nature of the health status measure must be
considered when interpreting the results.

The lack of effect on utilisation may reflect the short nature
of the follow-up, which may not have provided enough time for
patterns of usage to change, or the fact that the intervention
was not linked explicitly with wider care provision. Inpatient
use was reduced (which supports a previous study of the
CDSMP") although the difference was not statistically sig-
nificant. However, the overall reduction in utilisation meant
that the costs of provision of the programme were offset, and
there was a small net reduction in costs. The formal cost-
effectiveness analysis showed that the programme is likely to
be cost effective when compared with a wait list control.

Several research questions remain. The exact mechanisms by
which the intervention achieves its effects are unclear, and may
be due to the structured nature of the intervention or more
non-specific mechanisms such as the group experience. The
group approach may not be acceptable to a proportion of
patients, and the benefits of the intervention need to be
compared with other approaches, such as individual interven-
tions, on line delivery or the training of health professionals in
the facilitation of self management.

Conclusion

In conclusion, the results indicate that provision of a lay-led self
care support programme to patients with long-term conditions
results in significant increases in self-efficacy and energy, and
is likely to be cost effective. The programme may be a useful
addition to current provision for long-term conditions.
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