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Abstract

Background and aims: Advances in modern medicine have led to improved
outcomes after stroke, yet an increased treatment burden has been placed on
patients. Treatment burden is the workload of health care for people with
chronic illness and the impact that this has on functioning and well-being. Those
with comorbidities are likely to be particularly burdened. Excessive treatment
burden can negatively affect outcomes. Individuals are likely to differ in their
ability to manage health problems and follow treatments, defined as patient
capacity. The aim of this thesis was to explore the experience of treatment
burden for people who have had a stroke and the factors that influence patient

capacity.

Methods: There were four phases of research. 1) A systematic review of the
qualitative literature that explored the experience of treatment burden for
those with stroke. Data were analysed using framework synthesis, underpinned
by Normalisation Process Theory (NPT). 2) A cross-sectional study of 1,424,378
participants >18 years, demographically representative of the Scottish
population. Binary logistic regression was used to analyse the relationship
between stroke and the presence of comorbidities and prescribed medications.
3) Interviews with twenty-nine individuals with stroke, fifteen analysed by
framework analysis underpinned by NPT and fourteen by thematic analysis. The
experience of treatment burden was explored in depth along with factors that
influence patient capacity. 4) Integration of findings in order to create a

conceptual model of treatment burden and patient capacity in stroke.

Results: Phase 1) A taxonomy of treatment burden in stroke was created. The
following broad areas of treatment burden were identified: making sense of
stroke management and planning care; interacting with others including health
professionals, family and other stroke patients; enacting management
strategies; and reflecting on management. Phase 2) 35,690 people (2.5%) had a
diagnosis of stroke and of the 39 co-morbidities examined, 35 were significantly
more common in those with stroke. The proportion of those with stroke that had
>1 additional morbidities present (94.2%) was almost twice that of controls (48%)
(odds ratio (OR) adjusted for age, gender and socioeconomic deprivation; 95%
confidence interval: 5.18; 4.95-5.43) and 34.5% had 4-6 comorbidities compared



to 7.2% of controls (8.59; 8.17-9.04). In the stroke group, 12.6% of people had a
record of >11 repeat prescriptions compared to only 1.5% of the control group
(OR adjusted for age, gender, deprivation and morbidity count: 15.84; 14.86-
16.88). Phase 3) The taxonomy of treatment burden from Phase 1 was verified
and expanded. Additionally, treatment burdens were identified as arising from
either: the workload of healthcare; or the endurance of care deficiencies. A
taxonomy of patient capacity was created. Six factors were identified that
influence patient capacity: personal attributes and skills; physical and cognitive
abilities; support network; financial status; life workload, and environment. A
conceptual model of treatment burden was created. Healthcare workload and
the presence of care deficiencies can influence and be influenced by patient
capacity. The quality and configuration of health and social care services

influences healthcare workload, care deficiencies and patient capacity.

Conclusions: This thesis provides important insights into the considerable
treatment burden experienced by people who have had a stroke and the factors
that affect their capacity to manage health. Multimorbidity and polypharmacy
are common in those with stroke and levels of these are high. Findings have
important implications for the design of clinical guidelines and healthcare
delivery, for example co-ordination of care should be improved, shared decision-
making enhanced, and patients better supported following discharge from

hospital.
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Background

Multimorbidity, defined as the presence of two or more
long-term conditions, is becoming a global challenge for
policy-makers, clinicians, and patients [1-3). Treatment
advances and increasing sub-specialisation of health ser-
vices have improved functional outcomes for those with
long-term conditions, but such changes have resulted in
an increasing burden of treatment demands on patients,
particularly those with multimorbidity [3,4]. Treatment
burden is defined as the workload of healthcare for patients
and the impact of this on their wellbeing [5]. It includes
information gathering, attending multiple appointments,
taking medications, enacting self-care, and, in countries
that lack a health service that is free at the point of care,
organising finances to pay for treatments [5-8]. There is a
risk that patients become overburdened by their treat-
ments, which can mean failure to adhere to management
plans, thus resulting in ineffective treatment and wasted
resources [3,9-11].

One aspect of treatment burden described above is
polypharmacy, which can contribute to other treat-
ment burdens such as adverse drug events [12,13].
Polypharmacy is most commonly defined as the use of
multiple (usually five or ten) prescribed medications
[14-16]. Although there is no strong evidence to sup-
port the use of any particular threshold, the risk of
drug-related problems seems to increase with each
additional medication prescribed [17,18]. There is a known
association between number of morbidities and polyphar-
macy [19-21], with a study using routine Scottish health
records finding that of those with two clinical conditions,
20.8% were receiving four to nine medications, and 1.1%
were receiving ten or more medications; for patients
with six or more comorbidities, these values were 47.7%
and 41.7%, respectively [19]. A systematic literature re-
view investigating the relationship between the number
of chronic conditions and healthcare utilisation outcomes
found that about 60% of elderly respondents with zero or
one condition reported taking prescription medications.
This percentage went up to more than 90% for those with
two or three conditions, and approached 100% for those
with more than five conditions [20], supporting the
premise that those with higher numbers of conditions
to manage are more likely to experience higher levels
of treatment burden [3]. Other aspects of treatment
burden such as healthcare utilisation have also been
shown to be associated with multimorbidity [20,22].

Stroke is a condition that can have a considerable
impact on an individual’s life. A recent systematic re-
view of the qualitative literature revealed that people
who have had a stroke experience four main areas of
treatment burden: making sense of stroke management
and planning care, interacting with others, enacting
management strategies, and reﬂecting on management
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[23]. Poor communication between patients and pro-
fessionals was a common experience, exacerbated by
fragmentation of health services and poor communication
between healthcare providers themselves, aspects of stroke
care likely to be exacerbated by multimorbidity [24-26].
Surprisingly, there has been limited exploration of multi-
morbidity or polypharmacy in people with stroke, the field
being characterised by small-scale studies and a small num-
ber of conditions under examination [19,27-36]. Those
studies that have examined stroke in relation to other long-
term conditions have suggested that stroke is one of the
diseases most significantly associated with polypharmacy
[19,33], but there is a lack of large-scale studies examining
a broad range of medications and comorbidities.

In the current study, using a large, nationally representa-
tive cross-sectional primary care dataset, we examined the
prevalence of multimorbidity and polypharmacy in people
with and without stroke.

Methods

Study design and participants

This was a cross-sectional study based on a nationally
representative dataset managed by the Primary Care
Clinical Informatics Unit at the University of Aberdeen
in Scotland. This fully anonymised dataset contains
clinical data on all people that were alive and permanently
registered with 314 primary care practices in Scotland on
31 March 2007. Comprising approximately one-third of
the Scottish adult population, this sample has been shown
to be representative of this population [37]. In the UK,
registration with a medical practice is required for an indi-
vidual to access National Health Service (NHS) healthcare
in the community. It is estimated that over 98% of the
population are registered with a medical practice [38],
which systematically records information on each patient
in an electronic medical record, for the purposes of regis-
tration and subsequent everyday medical care. We exam-
ined data extracted from medical records and collated for
a previous study of multimorbidity that had examined
the presence of forty conditions [1]. The NHS National
Research Ethics Service approved the use of these data
for research purposes. Patient consent was not deemed
necessary due to full anonymisation of the data.

Data collected and disease definition

The data examined consisted of the following variables:
sex, age, socioeconomic deprivation (measured from
patients’ postcodes using the Carstairs score [39]), counts
of regularly prescribed medications and the presence of 40
long-term conditions, including stroke.

There is no ‘gold standard’” method for the measure-
ment of multimorbidity, therefore the forty long-term
conditions included had been chosen and defined based
on a recent systematic review [40] and expert consensus
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[1]. Existing definitions for each long-term condition
were used if possible, mainly those used in the Quality
and Outcomes Framework (QOF) or by NHS Scotland
[1,41,42]. If no standard definition was available, or there
was concern about under-recording, then conditions
were defined by the clinical members of the research
team. For example, depression was defined as the pres-
ence of a QOF Read Code in the past year or receipt of
four or more prescriptions for antidepressant drugs
(excluding low-dose tricyclics, which are usually used
for chronic pain) in the past year [1]. The definitions of
all morbidities examined are given in supplementary
material (see Additional file 1). Comorbidity was mea-
sured using a count of long-term conditions [43], with
morbidities being noted as either mental health or
physical morbidities. The original analysis measured
the presence of a combined group of stroke or transient is-
chaemic attack (TIA), but for the purposes of this analysis,
the presence of stroke alone was defined using the QOF
Business Rules code set [41], and TIA was ignored.

As there are no standard definitions of regularly
prescribed treatments or measure of polypharmacy,
we utilised a count of current regular prescriptions,
including tablets, inhalers, stoma care and topical therapies
[17,18]. Regular (‘repeat’) prescriptions are clearly dis-
tinguished in UK general practice electronic medical
records from one-off (‘acute’) prescriptions such as
those for most antibiotics. For the purposes of this
analysis, any regular prescription that was still active
(that is, available for issue on request) on the date of
extraction and that had been prescribed in the past
84 days was counted as current. This time frame was
selected as this was the maximum length of a repeat
prescription in Scotland at the time of data collection.

Statistical analysis

Analyses were predicated on a comparison of the character-
istics of people with stroke (cases) and those without stroke
(controls). First, the numbers of morbidities and prescribed
medications in stroke cases and controls were calculated,
and proportions within each group computed. Second,
logistic regression, which produces ORs, was used to
summarise the relationship between stroke and the
presence of comorbidities and prescribed medications.
ORs were initially unadjusted — for the purposes of
comparison — then adjusted for the key confounding
factors of age, sex and socioeconomic deprivation. Age
and deprivation were used as continuous variables.
Deprivation was measured using the Carstairs score,
which is widely used in health research. The Carstairs
score is based on four census indicators: low social
class, lack of car ownership, overcrowding and male
unemployment. The scores have been described as a
measure that reflects access to ‘those goods and services,
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resources and amenities and of a physical environment
which are customary in society’ [39]. The scores therefore
cannot be described as a measure of the extent of an
individual’s material wellbeing, but are rather a sum-
mary measure applied to populations contained within
small geographic localities. Further adjustment for number
of morbidities was made when polypharmacy was the
characteristic of interest. Associations between numbers
of morbidities and prescriptions were assessed using
Spearman correlation coefficients. For the purposes of this
analysis, a P < 0.05 was deemed statistically significant. All
analyses were carried out using IBM Stafistical Package
for the Social Sciences (SPSS) Statistics software (V21).

Results

The analyses were based on 1,424,378 individuals (724,949
women) aged 18 years and over who were registered with
a general practitioner. In total, 35,690 people (2.5%) had a
diagnosis of stroke. As anticipated, the mean age of people
in the stroke group (72.68 + 12.21) was higher than that of
the controls 47.36 + 17.93). For the demographic character-
istics for each group, see Additional file 2.

Comorbidities

Table 1 shows the number and percent of total morbid-
ities, physical morbidities and mental health morbidities
in the stroke and control groups, along with ORs for
stroke in relation to these variables. Multimorbidity was
common in stroke: of the study members with stroke,
the percentage that had one or more additional morbid-
ities present (94.2%) was almost twice that in the control
group (48%) (OR adjusted for age, sex and deprivation
5.18; 95% CI 4.95 to 5.43). Disaggregating the data
into type of morbidity revealed that physical morbidity
was markedly more common in people with stroke
(adjusted OR 4.50; 95% CI 4.31 to 4.68), and mental
health morbidity was also more common but the relation-
ship was less strong (adjusted OR 2.10; 95% CI 2.05 to 2.15).
In terms of assessing whether these differences exist across
different age groups, a sub-analysis for age groups 35-44
years and 75+ years was performed (see Additional file 3).
This indicated that differences were larger for the younger
age group, and increased with the number of conditions
(a similar picture was found for number of repeat pre-
scriptions). However, the skewed distribution of stroke
prevalence towards the oldest age groups make any
assessment of differences by age problematic, owing to
the small sample sizes in the youngest age groups.

The ten most frequent comorbidities present in people
with a diagnosis of stroke were: hypertension (60.9%),
coronary heart disease (29.5%), painful condition (21.9%),
depression (20.7%), diabetes (18.8%), chronic kidney disease
(14.3%), constipation (13.8%), atrial fibrillation (13.0%), thy-
roid disorders (11.9 %), and chronic obstructive pulmonary
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Table 1 Stroke status and number of morbidities (N=1,424,378)
Stroke N (%) No stroke (%) Unadjusted OR Age, gender and
35690 (100) 1388688 (100) (o5% CIf g;"{;‘;:?{,‘,fdwﬂad
Total number of morbidities®
Nong 2053 (58) 721430 (52.0) 1 1
One-three 17750 (42.7) 551295 (38.7) 11.31 (1081 to 11.85) 435 (4.15 to 4.56)
Four-six 12300 (34.5) 100500 (7.2) 43.01 (41.03 to 45.09) 859 (8.17 to 9.04)
Seven or mare 3587 (10.0) 15463 (1.1) 8152 (77.04 1o 86.26} 1281 (120510 1361)
Nurnber of physical morbidities®
None 2769 (78) 800202 (57.6) 1 1
One-three 20716 (580) 510846 (36.8) 11.72 (11.26 to 12.20} 403 (3.86 to 4.20)
Four-six 10414 (29.2) 70709 (5.1) 42,56 (40.79 to 44.41) 732 (699to0 7.67)
Seven or more 1791 (50) 6931 (0.5) 7468 (7005 to 7961) 10.33 (964 10 11.05)

Number of mental morbidities

None 21961 (61.5) 1163095 (838) 1 1

One-three 13533 (37.9) 223739 (16.1) 320 (313 t0 327) 208 (20410 213)
Four or more 196 (05) 1854 (0.1) 560 (4.83 to 643) 356 (3.03 to 4.20)
%all p < 0.001.

Pexcluding stroke.

disease (11.9%). Prevalences of all morbidities are shown
in supplementary material (see Additional files 4 and 5).

Figure 1 displays the ORs (adjusted for age, sex and
deprivation) for stroke in relation to the thrity one phys-
ical morbidities examined. The supplementary material
(see Additional file 4) elaborates on this by showing both
the unadjusted and adjusted ORs along with the crude
prevalence of all physical morbidities in the stroke and
control groups. In all, twenty eight of the thirty one
physical morbidities examined were significantly more
common in the stroke group, this was twenty seven after
adjustment for potential confounding factors. For instance,
epilepsy (adjusted OR 4.43; 95% CI 4.14 to 4.74), hyperten-
sion (adjusted OR 2.67; 95% CI 261 to 2.73), peripheral
vascular disease (adjusted OR 2.47; 95% CI 2.37 to 2.58),
AF (adjusted OR 2.44; 95% CI 2.36 to 2.53) and CHD
(adjusted OR 2.06; 95% CI 2.01 to 2.11) were all more
common in people experiencing a cerebrovascular dis-
ease event. By contrast, dyspepsia was markedly less
common in the stroke group (adjusted OR 0.63; 95% CI
0.60 to 0.66). Figure 2 shows the ORs (adjusted for age,
sex and deprivation) for stroke in relation to eight mental
health morbidities. The unadjusted and adjusted ORs, along
with the crude prevalence of all mental health morbidities
in the stroke and stroke-free groups, are shown in supple-
mentary material (see Additional file 5). In all, six of the
eight mental health morbidities examined were significantly
more common in the stroke group, and following adjust-
ments, all eight mental health morbidities were significantly
more common. These included drug and medication
use problems (adjusted OR 2.34; 95% CI 2.25 to 2.43),

depression (adjusted OR 2.09; 95% CI 2.03 to 2.15), alcohol
problems (adjusted OR 2.05; 95% CI 1.96 to 2.15) and anx-
iety and stress (adjusted OR 1.61; 95% CI 1.55 to 1.66).

Regular prescriptions

As anticipated, the number of regular prescriptions was
significantly correlated with number of morbidities in
the stroke (Spearman’s p=0.58 P<0.001) and control
(Spearman’s p=0.75 P<0.001) groups. Table 2 shows
the number of repeat prescriptions in the stroke and
control groups, and the ORs. Those with stroke were more
likely than the controls to be on a repeat prescription
(adjusted OR 4.53; 95% CI 4.33 to 4.74). In the stroke
group, 12.6% had eleven or more repeat prescriptions
compared with only 1.5% of the control group (OR adjusted
for age, sex, deprivation and morbidity count 15.84; 95% CI
14.86 to 16.88).

Discussion

Summary of findings and implications

Analyses of a large, nationally representative sample of
people in Scotland, a country with universal healthcare,
showed that multimorbidity and polypharmacy were
more common in people with a diagnosis of stroke.
These findings are consistent with our knowledge that
those with stroke are an elderly population with con-
siderable cardiovascular disease risk [44], for whom ef-
fective treatments are increasingly available to alleviate
symptoms and address underlying causal factors [45].
Diagnoses of most chronic conditions were more com-
mon in the stroke group, and this remained the case
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after adjustment for age, sex and deprivation. In our
preliminary analyses (see Additional file 2), both age
and deprivation were associated with stroke in the ex-
pected directions. This gives us confidence in the novel
results presented herein.

Polypharmacy represents only one aspect of treatment
burden, but is directly measurable, and may be a proxy
measure of wider aspects of burden [17,18]. Multimorbid-
ity is likely to increase treatment burden in several ways.
First, as this study and others have shown, the number of
medications increases with number of conditions [20,21].
Second, treatments may interact, leading to side effects
[5,7,46] and this has the potential to further increase the
volume of work; for example, as new treatments are given
to compensate for interactions [47]. Third, multimorbidity
is likely to increase healthcare contacts and affect the cap-
acity of the individual to follow therapeutic regimens [48];

for example, those with stroke and comorbid arthritis may
find physiotherapy sessions more challenging [49,50].
Fourth, multimorbid patients who become overburdened,
for example by complex medication regimens, may be
less likely to adhere to therapies, leading to poor disease
control and a further escalation of treatments by health
professionals, further increasing treatment burden [3,9,51].
While many pharmacological therapies may be benefi-
cial for those with stroke, a key question is whether
people with stroke have made informed decisions re-
garding whether or not to take so many medications,
given their modest benefits. Although perceived treatment
burden and capacity to cope with any given treatment
burden will vary, we would recommend that patients with
stroke are made aware of the relative benefits of their
drugs, and are empowered to make their own decision
whether to take them.
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Acknowledging and addressing treatment burden in
stroke, particularly for those with multimorbidity, may
improve the patient experience, adherence to therap-
ies, and health outcomes [48]. Minimising unnecessary
treatments, improving co-coordination of services and
making care more patient-centred [23] are likely to
lessen treatment burden, but will necessitate changes
from policy level down to the individual consultation
[3,48,52,53]. Most stroke management guidelines fail
to mention multimorbidity, or merely acknowledge the
more common comorbidities briefly with a lack of practical
advice for clinicians [45,54-57]. We found only one stroke

guideline that acknowledged the issue of polypharmacy,
and again, detailed practical help was lacking [56]. This
issue has been gaining prominence [58,59]. Guidelines
should be redesigned to take account of comorbidity and
treatment burden; for example, by providing guidance on
potential interactions from drug combinations commonly
prescribed for those with stroke and multimorbidity and
how to deal with the possible side effects or interactions
that may arise [47]. In the current study, 21.9% of people
with stroke had a painful condition, 20.7% had depression
and 13.0% had atrial fibrillation, increasing the risk of being
prescribed non-steroidal anti-infammatory drugs (NSAIDs),

Table 2 Stroke status and number of repeat medications (N=1,424,378)

Stroke N (%) No stroke N (%) Unadjusted OR Age, gender and Age, gender, deprivation
35690 (100) 1388688 (100) 5%’ g:p{;‘;a;j‘z’,')fdj““ed ::?u:::‘;bgf‘i?gg:gf,a
Number of medications
None 2447 (6.9%) 863688 (62.2%) 1 1 1
One-two 3038 (8.5%) 240721 (173%) 445 422 t0 470) 238 (22610 2.52) 229 (217 t0 242)
Three-four 6566 (18.4%) 122518 (88%) 18.92 (1805 to 19.82) 6.25 (595 t0 657) 5.78 (549 to 6.08)
Five-six 8185 (22.9%) 75512 (5.4%) 38.26 (36.55 to 40.05) 10.50 (.99 1011.03) 936 (889 to 9.86)
Seven-eight 6721 [18.8%) 43344 (3.1%) 54.73 (52.20 to 57.38) 13.90 (13.20 to 14.63) 1194 (1129 to 1262)
Nine-ten 4219.(11.8%) 22536 (1.6%) 66.08 (62.76 to £9.57) 16.22 (1534 t017.15} 1344 (1265 to 14.29)
Eleven or more 4514(12.6%) 20369 (1.5%) 78.22 (7432 10 82.32) 2013 (1905 t0 21.27) 1584 (1486 to 16.88)

fall p< 0.001.
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anti-depressants, anti-platelet therapies and anti-coagulants
concomitantly, which increases risk of adverse events, such
as bleeding. Care pathways should be structured around
the patient themselves, rather than the individual condi-
tions, using a more generalist approach that considers
issues such as multimorbidity as well as the individuals
support network and financial resources [9,60,61].

Strengths and limitations

This analysis was undertaken using data from a large,
nationally representative, primary care sample, and as far
as we are aware, this is the first study on such a scale to
examine multimorbidity and polypharmacy in stroke. This
sample is representative of the Scottish population [37];
however, it may not reflect experience in other countries
and healthcare systems. The prevalence of stroke in this
sample was similar to that shown in other studies [44,62],
further validating the data; however, the data were collected
for clinical rather than research purposes. No standard
methods for measuring multimorbidity or polypharmacy
exist, therefore a pragmatic approach was taken. We
examined thirty nine long-term conditions, which is
substantially more than in previous studies. The rationale
for including the conditions examined and the rules for
identifying the presence of each were described in detail by
the team who previously collated the data [1]. In addition,
any medications bought over the counter or given from
secondary care were not included. However, at the time of
the analysis, prescriptions to people over sixty five years of
age and to many people with chronic conditions were all
free, with others being able to cap their out-of-pocket costs,
thus suggesting a finandal incentive to obtain medication
via the primary care practice.

As this is a cross-sectional study, the data we have
were taken from one particular point in time, and there-
fore no conclusions about temporality or causation can
be made. The measure of comorbidity was unweighted,
as the aim was to be descriptive rather than to assess
outcomes. This was deemed to be the most appropriate
method, and is similar to that used by others investigating
the prevalence of multimorbidity [1], but could be viewed
as a limitation, especially as there may be a qualitative
difference between the effects on perceived treatment
burden of long-term conditions that produce regular
symptoms (for example, heart failure) and those that
are asymptomatic (for example, hypertension). We
have no information about stroke severity, which is
also a potential limitation. It should also be noted that
due to the nature of the study, multiple analyses were
carried out. Thus, the large numbers of cases and con-
trols assessed in this study may have identified some
associations that were statistically significant but not
necessarily clinically significant; for example, for con-
ditions such as cancer, glaucoma and asthma, which
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had ORs between 1.08 and 1.10 but were statistically
significant with 2 < 0.001.

Lastly, to explore treatment burden in stroke, this study
examined multimorbidity and polypharmacy, however
there are many more aspects of treatment burden still to
be examined, such as clinic visits, continuity, coordination
of care, and financial burden of therapies. The develop-
ment of a patient-reported measure would enable a more
detailed examination of treatment burden in stroke from
the patient perspective.

Conclusion

In this study, we found that multimorbidity and polyphar-
macy were strikingly more common in those with stroke
than those without. Polypharmacy can be thought of as a
direct measure of one aspect of treatment burden, and we
would suggest that people with stroke should be made
aware of the relative benefits of their drugs so they can
make informed decisions about therapeutic regimens. Both
polypharmacy and multimorbidity are likely to be proxy
markers for other aspects of treatment burden, as patients
face the demands of managing multiple medications and
conditions simultaneously. Clinical guidelines for stroke
need to place greater emphasis on the management of mul-
timorbidity, and further investigation of treatment burden
in stroke is required to inform redesign of health services
o improve patient outcomes.
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Additional file 4: Stroke status and prevalence of physical
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review the last part of the study which involved patient interviews as the earlier parts of the
__sludy, l.e. those relating to the extraction of the LES data, had already been desmed as not

requiring e thical ap proval, as intimatedint he e-mailwritten o nbehalf o f the Caldicott =~

Guardian. The Committee therefore did not review these parts of the study and gave no
ethical opinion on them.

The Committee thanked you and Professor Frances Mair for attending the meeting and the
following was discussed:

1. The Committee felt that it was not appropriate for the Consent Form to be sent out to
potential participants and suggested that a an expression of interest reply slip be sent
out with the information about the study. Consent could then be taken face {o face
with the participant when they attend for their next appointment.

The Committee would be content to give a favourable ethical opinion of the research, subject
to receiving a complete response to the request for further information set out below.

The Committee delégated authority to confirm its final opinion onthe application to a
meeting of the sub-committee of the REC.

Further information or clarification required

1. The Committee wondered if a more accurate title for the study would be
"Understanding Treatment Burden in People with Stroke/Transient Ischaemic Attach
(TIA)

2. . Having been given the eariier part of the study to read, the Committee asked for

information as to how the LES - Enhanced Siroke/Tia Care data will be exiracted and
asked for a letter from Mr Richard Copeland, Head of Data Protection giving
assurance that the extraction of this data would not coniravene any Data Protection
restrictions.  The responsibility for the ethics of the data exiraction rests with the
Caldicott Guardian as the Committee have no knowledge of the detail of this process.

3 In the Expression of Interast Form, the wrong study titls is printed.

4, The participant's name should be not recorded on the interview guide and a Subject
ID No. should be used instead.

5, In the Patient Information Sheet: 5

(a) The Committee felt that the wording used in the section headed "What is the purpose
of the study?” is slightly leading and this should be changed.

(b) In the section headed "What will happen to me if | do not agree to take part?"
remove the first sentence - "No further action will be taken.”

(c) In the section headed "What are the possible disadvantages of taking part?”, second

sentence, remove "...... compared with the usual care you receive from your
doctor."
{d) In the section headed "Expenses or payments" first sentence, change to read "If you

wish the interview to take place at a location other than your home you will be
reimbursed for any expenses incurred during travel to and from the interview.

{e) An independent contact should be named who can be contacted to discuss the study
but is not involved in the study. .

() Contact details to be printed at the top of the first page.
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6. The Committee also seek assurance that consent will be taken face to face. A reply
slip could be used to express interest to ba refurned to you.

If you would find it helpful to discuss any of the matters raised above or seek further
clarification_from_a_member of the Committee, you are welcome to contact Evelyn
Jackson, Committee Co-ordinator.

When s ubmitting y our r esponse t o t he Co mmittee, p [ease s end revised do cumentatian
where appropriate underlining or otherwise highlighting the changes you have made and
giving revised version numbers and dates.

If the commitiee has asked for clarification or changes to any answers to respond fully to the
ahove points. A response should be submitted by no later than given in the application form,
please do not submit a revised copy of the application form; these can be addressed in a L
covering letter to the REC.

The Committee will confirm the final ethical opinion within a maximum of 80 days from the
date of initial receipt of the application, excluding the time taken by you 23 September 2011.

Membership of the Committee
The members of the Committee who were present at the meeting are listed on the attached

sheet. Professor Chris Robertson submitted written comments.

1 declared an interest in this study as | am involved in the LES - Enhanced Stroke/TIA Care
network.

Statement of compliance
The Commiitee is constituted in accordance with the Governance Arrangements for

Research Ethics Committees (July 2001) and complies fully with the Standard Operating
Procedures for Research Ethics Committees in the UK,

| 11/AL/0266 Please quote this number on all correspondence |

Yours sincerely
g ot
Dr Sue Langridge
Chair

Enclosures: List of names and professions of members who were present at the |
meeting and those who submitted written comments.

Copy to: Professor Frances Mair, University of Glasgow
Dr Erica Packard, R&D Office, Tennent Building, Western Infirmary
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Attendance at Committee meeting on 17 May 2011

© 7 Committee Members:

I T

Dr Sue Langridge {Chair)

i

| Profession T

General Practitionsr

Miss Lynda Brown

Public Health Adviser

Dr A Crighton

Qral Medicine

Rev Robert Currie

Clergy {Retired)

Dr Jesse Dawson

Clinical Lecturer in
Medicine

Mrs Caitriona Donald

Senicr Charge Nurse Yes

Dr Anja Guttinger

Consultant in Sexual and| No
Reproductive Health

Dr Angela Jenkins Specialist Trainee in Yes
Anaesthetist

Mrs Mary Keenaghan Independent Auditor Yes

Mrs Susan Knox Physictherapist Yes

Mr Steve McGlynn Lead Pharmacist Yes

Mr J McHugh Insurance Yes

Br Stuart Milligan Lecturer in Palliative Yes
Care

Professor Chris Rabertson Professor Ne

Dr David Shaw

Lecturer in Ethics & Law | Yes

Cr John Thaorburn Retired Consltant Yes
Anaesthetist

Mr James Timmons Retired IT Manager Yes

Dr Andy Wills Soclal Worker Yes

Also in attendance:

(i}

D

N A e e R T
PO reason for attor
Sclentific Adviser/Manager

Ms Evelyn Jackson

Co-ordinator

Written comments received from:

T

Proféssor Chris Rebertson

Posiltion i

e:e:;g@;g}f;;sz!y§§a§§§§ T

Professor
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WoSRES

Wast of Scotland Research Ftiiics Service

Greater Glasgow

Ground Floor, Tennent Builkding
Western Infirmary
38 Church Street

Glasgow
Dr Katie Gallacher G11 6NT
53 Cecil Street v nhseacorguk
Hillhead
Glasgow Date 08 July 2011
G12 8RW Direct line  0141-211-1722
Fax 0141-211-1847
e-mail evelyn.jackson@ggc.scot.nhs.uk
Dear Dr Gallacher
Study title: Understanding Treatment Burden in People with Stroke

REC reference: 11/AL/0266

Thank you for your letter of 2 June 2011, respending to the Committes's request for further
information on the above research and submitiing revised documentation.

The further information was considered, in correspondence by'a sub-committee of the REC
in correspondence. A list of the sub-committee members is attached.

Confirmation of ethical opinion

Following assurance from you the Sub-Committee are now satlisfied that the data to be
used in Phase 2b of the study Is completely anonymous. The Sub-Committee are happy to
approve the whole study as long as the data is anonymous and any linkage will be done
within a safe haven.

On behalf of the Commitiee, | am pleased to confirm a favourable ethical opinion for the
above research on the basis described in the application form, protocoi and supporting

" documentation, as revised, subject to the conditions specified below.

Ethical review of research sites

NHS sites

The favourable opinion appliss to all NHS sites taking part in the study, subject to
management permission being cbtained from the NHS/HSC R&D office prior to the start of
the study (see "Conditions of the favourable opinion” below).

Conditiens of the favourable opinion

The favourable opinion is subject to the fallowing conditions being met prior to the start of
the study.

Management permission or approval must be obtained from each host organisation prior to

Delivering better health

www.nhsggc.org.uk

West of Scotland REC2  and Clyde
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the start of the study at the site concerned.

Management permission {"R&D approval”) should be sought from all NHS organisations
involved in the study in accordance with NHS ressarch governance arrangements.

Guidance on applying for NHS permission for research is available in the Integrated
Research Application System or at hitp:/iwww. rdforum.nhs.uk.

Where a NHS organisation’s role in the study is limited fo identifying and referring potential
participants to research sites ("participant identification centre”), guidance should be sought
from the R&D office on the information it requires to give permission for this activity.

For non-NHS sites, sife management permission should be obtained in accordance with the
procedures of the relevant host organisation.

Sponsors are not required fo notify the Committee of approvals from host organisations

It is the responsibility of the sponsor to ensure that all the conditions are complied
with before the start of the study or its initiation at a particular site {as applicable).

Approved documents

The final list of documents reviewed and approved by the Committes is as follows:

T

B S R T3 o ey S S A T (ETE] T
U T Bocument s i bl Date

Covering Letter . 18 April 2011

Interview Schedules/Topic Guides 2 02 June 2011
Investigater CV = -
Letter of invitation to participant 1 17 March 2011

Other: Prof F 8 Mair's CV ) _ " -

Other: Prof P Langhorne's CV = =

Other: Carl May's CV = -

Other: Dr G D Batty's CV = -

Other: Letter re accessing demographic details, etc. 1 17 March 2011

Other: Letter re accessing demographic details, etc. 1 17 March 2011

Other: Letter from Anne Scoular 15 April 2011

Other: Letter from Judith Gedden 11 March 2011

Other: E-mail from Isobel Brown on behalf of Caldicott Guardian -

Other: Letter to GP Practice 2 02 Jure 2011
Other: Expression of Interest Form - GP Praclice 2 02 June 2011
Other: Letter from GP Practice to patient 2 02 June 2011
Other: Letter to Stroke Nurse 2 02 June 2011
Other: Expression of Interest - Stroke Nurse 2 02 June 2011
Participant Consent Form 2 02 June 2011
Participant Information Sheet 2 02 June 2011
Protocol 1 18 April 2011
REC application = 12 April 2011

02 June 2011

Response to Request for Further Information
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Statement of compliance

The Committee is constituted in accordance with the Governance Arrangements for
Research Ethics Committees {July 2001) and compilies fully with the Standard Operating

428

Procedures for Research Ethics Committees in the UK.

After ethical review

Reporting requirements

The attached document “Affer ethical review — guidance for researchers” gives detailed
guidance on reporting requirements for studies with a favourable opinion, including:

Notifying substantial amendments

Adding new sites and investigaiors
Notification of serious breaches of the protocol
Progress and safety reports

Notifying the end of the study

The NRES website also provides guidance on these topics, which is updated in the light of
changes In reporting reguirements or procedures.

Feedback

You are invited to give your view of the service that you have received from the National
Research Ethics Service and the application procedure. If you wish to make your views
known please use the feedback form available on the website.

Further information is available at Naticnal Research Ethics Service website > After Review

[11/AL/0266 Please guote this number on all correspondence |

With the Commiitee’s best wishes for the success of this project.
Yours sincerely

@ﬁh Jm

Dr Sue Langridge
Chair

Enclosures:  List of names and profassions of members who were present at the meeting
“After ethical review — guidance for researchers”

Copy to: Professor Frances Mair, University of Glasgow
Dr Erica Packard, NHS Greater Glasgow and Clyde




West of Scotiand REC 2

Attendance at Sub-Committee of the REC meeting on 12 June 2011

Committee Members:

e

REET =TT TR TR
[ Nama CETRI o L Promesdiopliini, - L Presht. | Notes' Tl
Dr Sue Langridge | General Praclitioner Yes
Dr Stuart Milligan | Lecturer in Palliative Care | Yes
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Dear Katie and Elaine

I've checked my letter and the RED database and I have recorded the letter as being received.
The documents I recorded as being received on 2 June 2011 were as follows:

02 June 2011

Response to Request for Further Information
Other: Letter to GP Practice 02 June 2011
Other: Expression of Interest Form - GP Practice 02 June 2011
Other: Letter from GP Practice to patient 2 02 Jun e 2011
Other: Letter to Stroke Nurse 02 June 2011
Other: Expression of Interest - Stroke Nurse 02 June 2011
Participant Consent Form 02 June 2011
Participant Information Sheet 02 June 2011
Interview Schedules/Topic Guides 02 June 2011

NN

NNDNNDN

I hope this will be enough for R&D to be able to process your application.

Best
Evelyn

Evelyn Jackson

Co-ordinator, West of Scotland Research Ethics Service
Ground Floor, Tennent Building

38 Church Sireet

Glasgow

G11 6NT

Tel No: 0141-211-1722

Fax No: 0141-211-1847

e-mail: evelyn.jackson@ggc.scot.nhs.uk
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NHS
N —

Greater Glasgow

WoSRES and Clyde

West of Scot/land Research Ethics Service

West of Scotland REC 2
Ground Floor — The Tennent Institute
Western Infirmary

38 Church Street

Glasgow

G11 BNT

Dr Katie Gallacher

Clinical Academic Fellow Date 02 August 2012
University of Glasgow

Department of Primary Care

University of Glasgow Directline 0141 211 6294

1 Horselethill Road Fax 0141 211 1847

Glasgow E-mail Stephanie keane@ggc.scot.nhs.uk
G12 9LX

Dear Dr Gallacher,

Study title: Understanding Treatment Burden in People with Stroke
REC reference: 11/AL/0266

Amendment number: AMO1

Amendment date: 02 August 2012

Thank you for your letter of 02 August 2012, notifying the Committee of the above
amendment, namely, extension till November 2024.

The Committee does not consider this to be a "substantial amendment®, as defined in the
Standard Operating Procedures for Research Ethics Committees. The amendment does not
therefore require an ethical opinion from the Committee and may be implemented
immediately, provided that it does not affect the approval for the research given by the R&D
office for the relevant NHS care organisation.

Documents received

The documents received were as follows:

Document Version Date
Notification of a Minor Amendment 02 August 2012

Statement of compliance

The Committee is constituted in accordance with the Governance Arrangements for
Research Ethics Committees and complies fully with the Standard Operating Procedures for
Research Ethics Committees in the UK.

| 11/AL/0266: Please quote this number on all correspondence |
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Yours sincerely,

Stephani Keane
Committee Assistant Co-ordinator

Copy to: Dr Erica Packard, NHS Greater Glasgow and Clyde
Prof Frances Mair



NHS
WoSRES N e/

West of Scotland Research Ethics Service Greater Glasgow
and Clyde

West of Scotland REC 4

Ground Floor, Tennent Building
Western | nfirmary

38 Church Street
Dr Katie Gallacher Glasgow
Clinical Academic Fellow G11 BNT
University of Glasgow ol gLk
?T_?artment of Primary Care Date 6 December 2013
orselethill Road h .
Glasgow Direct line 0141-211-1722
Gi12 9LX Fax 0141-211-1847
e-mail Wosrec4@ggc.scot.nhs.uk
Dear Dr Gallacher
Study title: Understanding Treatment Burden in People with Stroke
REC reference: 11/AL/0266
Amendment number: IAMO2
lAmendment date: 04 December 2013
IRAS project ID: 55255

Thank you for your letter of 4 December 2013, notifying the Committee of the following
amendment:

* Minor changes to interview schedule
The Committee does not consider this to be a “substantial amendment, as defined in the
Standard Operating Procedures for Research Ethics Committees. The amendment does not
therefore require an ethical opinion from the Committee and may be implemented
immediately, provided that it does not affect the approval for the research given by the R&D
office for the relevant NHS care organisation.
Documents received

The documents received were as follows:

Document Version Date
Notification of a Minor Amendment AMO2 04 December 2013
Interview Schedules/Topic Guides 3 21 October 2013

Statement of compliance

The Committee is constituted in accordance with the Governance Arrangements for
Research Ethics Committees and complies fully with the Standard Operating Procedures for
Research Ethics Committees in the UK.
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[ 11/AL/0266: Please quote this number on all correspondence

Yours sincerely

figey -

Ms Evelyn Jackson
Committee Co-ordinator

Copy to: R&D Office, Tennent Building, Western Infirmary
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Appendix 13 - Correspondence to primary and secondary care

TO BE ON SPCRN HEADED NOTEPAPER

Date

Prof Frances mair

Department of General Practice and Primary Care
University of Glasgow

1 Horselethill Road

G12 9LX

Dear (GP)
Re- Understanding Treatment Burden in Stroke - CSO ref

| am writing to request your help with the above study being undertaken by the Academic
Unit of General Practice at the University of Glasgow. The study is sponsored by NHS Greater
Glasgow and Clyde and funded by the Chief Scientist Office Scotland and has ethical approval
from the West of Scotland Research Ethics Committee.

The study aims to understand the ‘treatment burden’ or ‘workload’ that patients experience
when managing their stroke. We propose that a high ‘treatment burden’ e.g. multiple
medications, numerous appointments, can contribute to patient non adherence to
treatments. The study aims to:

1. Understand how patients make sense of living with stroke, in terms of
understanding investigations and treatments.

2. Understand what activities / work do stroke patients have to do to manage their
condition.

3. Understand how stroke patients engage with others to manage their illness.

4. Understand how stroke patients appraise their management.

What we would ask the practice to do:

If your practice is willing to be involved, we would arrange for a member of the Scottish
Primary Care Research Network (SPCRN) to run a search for study eligible patients and
provide you with a list of potentially suitable individuals for screening in order to rule out
anybody that you would feel would not be suitable to be approached to participate in the
study (English language not good enough to be able to communicate in the interview, mental
impairment suggesting they would not be able to give informed consent, a history of
aggression or a co-existing terminal illness with a life expectancy of less than 6 months).

Please note that patients with communication difficulties due to stroke e.g. aphasic patients
will be included and given the opportunity to communicate in another way such as writing, or
their carers will be interviewed to gain insight into the patient’s experience.

We will provide you with invitation packs and stamped envelopes to send to patients who you
deem suitable. This will include a letter of invitation with written information about the



436

study, and a reply slip that the patient will return to us in a stamped addressed envelope
provided.

We will inform you of any patients who agree to take part and ask you for permission to
review their records in order to confirm contact details, current medications and co-
morbidities.

The only additional workload to practices is the screening of patient lists and permission for
access to the practice. We believe that this study will benefit patients in the future and
improve patient adherence to therapies.

I would be very grateful if you can complete the enclosed ‘Expression of Interest’ Form
and return it in the enclosed envelope to Dr Katie Gallacher, address above, within the
next 7 days. If you have any questions, Dr Gallacher can be contacted on 330 8323.
Finally, the project has been granted ethics approval (West of Scotland Research Ethics
Committee) and it has also been approved by the Research & Development Directorate in NHS
Greater Glasgow and Clyde.

| look forward to hearing from you and hope very much that you will consider assisting with
the research project.

Yours sincerely,

Prof Frances Mair
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Expression of Interest Form

Understanding Treatment Burden in People with Stroke
Practice name

Address

Address
Address

Please cross one of the following boxes and return in the stamped addressed envelope

No, we do not want to hear more about the study

Yes, we would like to hear more about the study

If yes, would you prefer to receive more information by a telephone call from one of the
researchers, or would you prefer for Dr Katie Gallacher to contact the practice to arrange a
visit to the practice?

Telephone call from researcher Call to arrange a visit

Best times to Callu...cuuueeeeccueericneeiecneenennee.

Practice manager name........cccceeeveeceeveeceesensenne

SIGNALUIE ...cvrvrvereereeneneeesneeennnenes
Name (Print) ..cccceeceeeereeseeneereeseeseeseesnne s .
DAte ettt .

Tel NUMDET coveeeeieeeeeiresnneeecsseeeeessnsess



438

o NHS
University N, e’

(?]F GlaSgOW Greaartlt(eir g;ads.gow

Date

XXXXX Prof Frances Mair

XXXXX Department of General Practic
XXXXX and Primary Care

XXXXX University of Glasgow

XXXX 1 Horselethill Road

XXXXX G12 9LX

Dear (GP)

Re- Understanding Treatment Burden in Stroke - CSO ref
Patient -

| am writing to you because the above patient has been recruited to our study through the
Greater Glasgow and Clyde stroke service. The study is being undertaken by the Department
of General Practice at the University of Glasgow. It is sponsored by NHS Greater Glasgow and
Clyde, funded by the Chief Scientist Office Scotland, and has ethical approval from the West
of Scotland Research Ethics Committee.

The study aims to understand the ‘treatment burden’ or ‘workload’ that patients experience
when managing their stroke. We propose that a high ‘treatment burden’ e.g. multiple
medications, numerous appointments, can contribute to patient non adherence to
treatments. The study aims to:

1. Understand how patients make sense of living with stroke, in terms of
understanding investigations and treatments.

2. Understand what activities / work stroke patients have to do to manage their
condition.

3. Understand how stroke patients engage with others to manage their illness.

4. Understand how stroke patients appraise their management.

What we are asking you to do:

The above patient has been interviewed by our researchers and has given written
consent for us to access their case notes to gain information about their demographic
details, medical conditions and medications. We are therefore asking for your co-
operation in allowing us access to this information. Enclosed is the consent form signed
by your patient.

We will be phoning the practice within the next few weeks to discuss this, answer any queries
and to hopefully arrange access to the case notes. This will be done, with your permission,
by one of our researchers who has an honorary contract with the NHS, and access has been
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granted approval by the West of Scotland Research Ethics Committee. We will require less
than 30 minutes in the practice and this can be arranged at a time that suits you.

If you have any queries about this please contact Dr Katie Gallacher on 0141 330 8323.

We look forward to speaking with you. Thank you for your time.

Yours sincerely,

Prof Frances Mair
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. NHS
University N, e’

of Glasgow e

Date

XXXXX Prof Frances Mair

XXXXX Department of General Practice
XXXXX and Primary Care

XXXXX University of Glasgow

XXXX 1 Horselethill Road

XXXXX G12 9LX

Dear (GP)

Re- Understanding Treatment Burden in Stroke - CSO ref
Patient -

| am writing to you because the above patient has been recruited to our study with your
previous help. The study is being undertaken by the Department of General Practice at the
University of Glasgow. It is sponsored by NHS Greater Glasgow and Clyde, funded by the
Chief Scientist Office Scotland, and has ethical approval from the West of Scotland Research
Ethics Committee.

The study aims to understand the ‘treatment burden’ or ‘workload’ that patients experience
when managing their stroke. We propose that a high ‘treatment burden’ e.g. multiple
medications, numerous appointments, can contribute to patient non adherence to
treatments. The study aims to:

1. Understand how patients make sense of living with stroke, in terms of
understanding investigations and treatments.

2. Understand what activities / work stroke patients have to do to manage their
condition.

3. Understand how stroke patients engage with others to manage their illness.

4. Understand how stroke patients appraise their management.

What we are asking you to do:

The above patient has been interviewed by our researchers and has given written
consent for us to access their case notes to gain information about their demographic
details, medical conditions and medications. We are therefore asking for your co-
operation in allowing us access to this information. Enclosed is the consent form signed
by your patient.
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We will be phoning the practice within the next few weeks to discuss this, answer any queries
and to hopefully arrange access to the case notes. This will be done, with your permission,
by one of our researchers who has an honorary contract with the NHS, and access has been
granted approval by the West of Scotland Research Ethics Committee. We will require less
than 30 minutes in the practice and this can be arranged at a time that suits you.
If you have any queries about this please contact Dr Katie Gallacher on 0141 330 8323.

We look forward to speaking with you. Thank you for your time.

Yours sincerely,

Prof Frances Mair
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. NHS
University N\, e’

of Glasgow Greater Glasgow

Date

Professor Frances Mair

Department of General Practice and Primary Care
University of Glasgow

1 Horselethill Road

G12 9LX

Dear (stroke research nurse)
Re- Understanding Treatment Burden in Stroke - CSO ref

| am writing to request your help with the above study being undertaken by the Department
of General Practice and Primary Care at the University of Glasgow. The study is sponsored by
NHS Greater Glasgow and Clyde and funded by the Chief Scientist Office Scotland and has
ethical approval from the West of Scotland Research Ethics Committee.

The study aims to understand the ‘treatment burden’ or ‘workload’ that patients experience
when managing their stroke. We believe that a high ‘treatment burden’ e.g. multiple
medications, numerous appointments, can contribute to patient non adherence to
treatments. This study aims to:

1. Understand how patients make sense of living with stroke, in terms of
understanding investigations and treatments.

2. Understand what activities / work do stroke patients have to do to manage their
condition.

3. Understand how stroke patients engage with others to manage their illness.

4. Understand how stroke patients appraise their management.

What we would ask you to do:

If you are willing to be involved, we would ask for you to screen your list of stroke patients
who attend your clinic to assess who may be appropriate for the study.

Factors to consider that would make patients not be suitable to be approached to participate
in the study would be: no previous diagnosis of stroke (cerebrovascular accident), ischaemic
or haemorrhagic; English language not good enough to be able to communicate effectively
(unfortunately we do not have translators); mental impairment suggesting the participant
would not be able to give informed consent; a history of aggression; or a co-existing terminal
illness with a life expectancy of less than 6 months. Ideally we would like to identify both
recently diagnosed stroke patients and those who have had the illness for longer.
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Patients with communication difficulties due to stroke e.g. aphasic patients will be included
and given the opportunity to communicate in another way such as writing, or their carers will
be interviewed to gain insight into the patient’s experience.

We will provide you with invitation packs to give to or send to patients who you deem
suitable (with stamped envelopes). This will include a letter of invitation with written
information about the study, and a reply slip that the patient will return to us in a stamped
addressed envelope provided.

The only additional workload to yourselves is the screening of patients and your work should
be minimal. We believe that this study will benefit patients in the future and improve
patient adherence to therapies.

| look forward to hearing from you and hope very much that you will consider assisting with

the research project. If you have any questions, please contact Dr Katie Gallacher on 330
8323.

Yours sincerely,

Prof Frances Mair
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Expression of Interest Form

Understanding Treatment Burden in People with Stroke
Practice name

Address

Address
Address

Please cross one of the following boxes and return in the stamped addressed envelope

No, we do not want to hear more about the study

Yes, we would like to hear more about the study

If yes, would you prefer to receive more information by a telephone call from one of the
researchers, or would you prefer for Dr Katie Gallacher to contact the clinic to arrange a
visit?

Telephone call from researcher Call to arrange a visit

Best times to Callu...cueueeeeecneeriineeiecineerennne.

Name of CONtACt....ueerevevereereeeeresscnnenes

SIGNALUIE ...cvrerverenrerneneeeseeeennsnenes
Name (Print) ..cccceeeeeeceneeseesenseeseeseesnnee s .
DAte et .

Tel NUMDET oottt saneees
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Appendix 14 - Patient information pack

PRACTICE HEADED NOTEPAPER.

DEAR PATIENT X

Our practice is helping with research being undertaken by the Academic Unit of General
Practice at the University of Glasgow on the work patients have to do to manage their stroke
condition and other chronic health problems. We are writing to you today to see if you would be
willing to help with this research. The researchers merely wish to speak with you to explore your
ideas and opinions.

Full details about the project and what you would need to do together with a reply slip are
included with this letter. Please read this information carefully to decide whether you are willing
to take part. If you have any queries please direct your questions to a member of the research
team at the University of Glasgow on the following number: 0141 330 8323 (Dr Katie
Gallacher).

Please send your reply to the research team in the stamped, addressed envelope included with
this letter.

Many thanks

GPxorY
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Research Participant Information Sheet

The study is called ‘Understanding Treatment Burden in Stroke’

Introduction

You are being invited to take part in the above study. Before you decide, it is important for
you to understand why the research is being done and what it will involve. Please take time
to read the following carefully and discuss it with others. If there is anything not clear to you
or you would like more information you can speak to Dr Katie Gallacher on telephone number
0141 330 8323 or Professor Frances Mair on 0141 330 8317 between 09.30 and 16.30 Monday
to Friday. If we are not at our desks please leave a message and we will call you back.

Take time to decide whether or not you wish to take part.

Thank vou for reading this.

What is the purpose of this study?

People with stroke may have to put time and effort into managing their condition, for
example by taking medications and attending hospital and GP appointments, as well as other
therapists. If people with stroke find these routines difficult and time consuming, it is
possible that they may feel unable to follow their treatments, as they are overwhelmed by
them. For example they may not take all their tablets as they feel they have too many to
take or they may not be able to arrange transport to all their different appointments.

Research is needed to better understand the time and efforts that people put into managing
their condition. If we understand this better then we can try to help people by making their
treatments easier to follow.

Why have | been chosen?

Your doctor or stroke nurse has identified you and other people who have had a stroke. A
stroke occurs when the blood supply to the brain is disrupted, which can happen due to a
blood clot or small leak occurring in the blood vessels in the brain. A stroke is also sometimes
called a ‘brain attack’. This is a common condition - around one million people living in the
UK today have had a stroke. It affects people in many different ways.

Do | have to take part?

It is up to you to decide whether or not to take part. If you decide to take part you will be
given this information sheet to keep and asked to send us a reply slip or to contact us by
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telephone. If you decide to take part you are still free to withdraw at any time. A decision
not to take part will not affect the medical care you receive in any way.

What will happen to me if | do not agree to take part?

Your medical care will be unaffected.

What will happen to me if | agree to take part?

If you decide to take part you should fill out the reply slip and send it to us in the stamped
addressed envelope provided, or alternatively contact us by telephone on one of the above
numbers.

If you send us the reply slip through the post, we will phone you to arrange an interview with
one of our researchers.

This interview can take place either at your GP practice or home. You can choose which
location suits you best. It will last approximately one hour fifteen minutes. This will involve
the interviewer asking you questions about your health and treatments, and we will fill in a
questionnaire about how your life is affected by stroke. There will be an opportunity for you
to add any extra comments you would like to make about your treatments.

The interview will be recorded using an audio recording device such as a tape recorder,
recordings will be stored confidentially.

We will also require to know the following information: your date of birth; address; telephone
number; medications and other chronic conditions you have which we will find out from your
GP or stroke nurse, only with your permission. All information will be kept secure and
confidential.

Your normal treatments will be continued as usual and are unaffected by this study.

What will happen if | do not want to continue with this study?

If you change your mind after signing the consent form for the study and wish to withdraw
from the study, this will not affect your medical care. We will need to use the data collected
up to your withdrawal but will not trouble you any further with the study. If, after giving
consent, you become unwell so that you are no longer considered able to give your own
consent, you will not be asked to participate any further. We will, however, keep the data
collected up to this point.

How long will the study last?

The study will run for 3 years but we will only need to talk to you on one occasion for the
interview itself, unless you wish to speak to us at other times to ask us questions about the
study.

What are the possible benefits of taking part?

The information gained from this work may help to improve the future care of people who
have had a stroke. There may be no direct benefits to you for taking part, however, some
people find talking to someone about their condition and its treatment helpful, although
please note that no changes can be made to treatments by the research team.
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What are the possible disadvantages of taking part?

This study requires approximately one hour, fifteen minutes of your time. There are no
identifiable risks to you taking part in this study.

Expenses or payments

If you wish the interview to take place at a location other than your home, you will be
reimbursed for any expenses incurred during travel to and from the interview. There will be
no other costs involved. No payments are available for taking part in this study.

Will my taking part in this study be kept confidential?

All information which is collected about you during the course of research will be kept strictly
confidential.

Any information about you, including medications and medical history, will have your name,
date of birth, address and telephone number removed from it so that you cannot be
recognised from it. This information will also be removed from information gathered from the
interview (tapes, written information) so that you cannot be recognised from it.

Your details will be kept in a secure, locked cabinet at the University of Glasgow and will be
stored for up to 10 years. Only authorised persons such as members of the research team,
representatives of the sponsor (NHS Greater Glasgow and Clyde - see below), or regulatory
authorities (e.g. for monitoring the quality if the research) will have access to this
information, including identifiable data (name, address, phone number, date of birth). Such
authorised persons will have a duty of confidentiality to you as a research participant.

Anonymous information from the interviews may be kept for up to 10 years and this may be
used in future research or teaching. This will be completely anonymous so that you will not
be able to be identified from this information.

What will happen to the results of the research study?

We plan to publish the results of the study in relevant medical journals. This is because the
subject is important for health professionals. All information published including direct
quotations from the interviews will be anonymised and so any report or papers that are
written or published about the study will not identify you or any other patient taking part.

Who is organising and paying for this study?

The study is being sponsored by NHS Greater Glasgow and Clyde and is funded by the Chief
Scientist Office Scotland. There is no commercial sponsorship of any description e.g. from the
pharmaceutical industry.

Involvement of the General Practitioner / Family doctor (GP)

We will notify your GP that you are taking part in the study, because it is useful for them to
know this information. This will not affect your care in any way. This also means that we
can access information about your medications and other chronic illnesses, if any, from your
practice. We will also check with your GP if you have any history of violence or aggression
that may put our researchers at risk when carrying out the interview. This is simply to
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protect our researchers from any potential harm and any information gained will be kept
completely confidential.

Who has reviewed this research?

All research in the NHS is looked at by an independent group of people, called a Research
Ethics Committee to protect your safety, rights, wellbeing and dignity. This study has been
reviewed and given favourable opinion by West of Scotland Research Ethics Committee.

Who should | contact if | have any complaints about the study?

There is a standard complaints procedure which can be followed if you have any complaints
related to this study. Please contact - Professor Graham Watt, Department of General
Practice and Primary Care, 1 Horselethill Road, University of Glasgow, G12 8RW, telephone no
0141 330 8345. This contact is independent to our study team.

Further information and contact details

If you wish to obtain further information about this research, please do not hesitate to call Dr
Katie Gallacher on telephone number 0141 330 8323 or Professor Frances Mair on 0141 330
8317 between 09.30 and 16.30 Monday to Friday.

Thank you for taking the time to read this information.
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Reply Slip

| would like a member of the research team to contact me by telephone to discuss the
project and / or to arrange a time for interview.

Please enter details of your address and telephone number:

Address:
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Telephone number:

Please enter details of your GP’s name and address:

Name of Participant (print) Date Signature

Please send this back to us in the stamped addressed envelope provided. Alternatively you

can call Dr Katie Gallacher for more information on 0141 330 8323.



Appendix 15 - Consent form

o NHS
University N, e’

of Glasgow e

Centre: Glasgow
Study Number:
Participation Identification Number for this trial:

CONSENT FORM

Title of Study: Understanding Treatment Burden in Stroke

Name of Researcher: Dr Katie Gallacher

Please initial each box

1

| confirm that | have read and understand the information
sheet dated xxxx (version x) for the above study. | have had
the opportunity to consider the information, ask questions and
have had these answered to my satisfaction.

| understand that my participation is voluntary and that
| am free to withdraw at any time without having to
give a reason. | am aware that this will not affect my
medical care or legal rights.

| understand that individuals from the research team will have
access to my name, address, date of birth, and telephone
number, details of my current medical conditions and
medications. | also understand that representatives from the
sponsor (NHS Greater Glasgow and Clyde) and regulatory
bodies auditing the conduct of this research may also have
access to this information, for up to 5 years after the study
has finished. | understand that this information will be stored
securely and treated confidentially. | give permission for these
individuals to have access to this information.

| understand that my interview will be recorded by an audio
device such as a tape recorder and give permission for this.

| understand that information or quotes from the interview
may be used in publications / reports, but that this will be
completely anonymous so that | cannot be identified.

| understand that anonymous information from the interview
may be used for future research or teaching, but that this will
be completely anonymous so that | cannot be identified.
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7 | understand that my GP will be informed of my participation
in the study, and that they will be asked if | have any history
of violence or aggression that would prevent me from being
included in this study, and give permission for this.

8 | understand that if, after giving consent, | become unwell so
that | am no longer considered able to give consent, | will not
be asked to

participate any further. The researchers will, however, keep
the data collected up to that point.

9 | agree to take part in the study above.

----------------------------- Name of
Person taking consent Date Signature
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Appendix 16 - Interview schedules

o NHS
University N =’

of Glasgow ~ Greater Glasgow

INTERVIEW GUIDE: PATIENTS’ PERCEPTIONS OF TREATMENT BURDEN

Background Information for the Interviewer
In situations where there is a lack of knowledge, questions will be posed in a manner which

takes account of such a limitation.

The interview will be semi-structured in format, and thus the exact wording and prompts
used may vary between patients to encourage the patient to share their views and allow them
and opportunity to talk at length about their views about their illness and particularly their

treatment and management.

Introduction Procedure with Patients

1. Give complete name.

2. Identify self as a researcher from the Department of General Practice and Primary Care
at the University of Glasgow.
State that the doctors at the surgery know about the study.

4, Give short explanation of the purpose of the study:

‘I would like you to help me understand what you feel about your stroke. | really just
want to find out your views on how you have learnt to live and deal with your condition, the
treatments and advice you have been given. Please feel assured that no one will be able to
identify you from what you say when talking to me and everything you tell me will be
treated in the strictest confidence.’

‘We think it is important to know not only how the illness affects your body, but also
how you think the management of your condition, for example the medications you have to
take and the appointments you have to attend affect your everyday life, and if so in what

ways?’



If at any time you want to stop, or have a break, please feel free to let me know.

‘I will be recording the interview, so | can remember all that you have said to me.’

PATIENT PROFILE

Subject ID:
Age:

Gender: Male () Female ()

Length of Time Registered with Current Practice:

Less than 5 years ()

6 to 15 years ()
16 to 24 years ()
25 years + ()

Have you been in hospital for the condition you are taking
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to

treat?
Yes ()
No ()

Have you seen a specialist regarding your condition?

Yes ()
No ()
Marital Status: Single ()
Married / Civil Partnership ()
Living with partner ()
Separated ()
Divorced ()
Widowed ()
Have you any Children? Yes ()

No ()
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Can | ask how many?

A W N =

()
()
()
()
()

Can you tell me whether you went on to any further education after secondary school? Yes/No
If yes, please describe.
Date and Time of Interview:

COHERENCE

The initial questions will explore how patients make sense of stroke that is, how do they
come to develop an understanding of what it means to have had a stroke and the treatment
required, in terms of implications for one’s future and learning to manage their condition

(coherence)?

The interviewer will therefore explore the following general areas in an open fashion:

1) How the participant found out about their stroke?

2) What investigations they have had and why?

3) What treatments they have been given for what?

4) What they were first told about their treatments and by whom?
5) What they have been told since about treatments and by whom?

6) How else they have found out about their treatments? (Have they asked friends and
family, read leaflets or books, watched television, looked on the internet?)

7) Whether they have received lifestyle or other advice? From whom? And what is their
understanding of this advice?

8) What they have been told about risk factors and their management?

9) What they have been told to do if they have symptoms suggestive of another stroke? Or
when they should seek help?

Cognitive Participation
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The interviewer will explore how stroke patients engage with others in terms of
communicating about their illness and involving others in their care (cognitive participation)?

The interviewer will therefore explore the following general areas in an open fashion:

1)

When participants would ask the doctor for help, for example, make an emergency
appointment? And arrangements with doctors or nurses about contacting them in an
emergency?

How friends and family feel about their illness and its treatments?

Do they experience difficulty with communication due to their stroke? And what do
they have to do to overcome/deal with this?

Whether they ask friends and family to help you with treatments and lifestyle changes
or instead do everything themselves?

How participants organise getting prescriptions?

How participants organise getting to appointments?

Collective Action

The interviewer will explore what activities/work do stroke patients have to undertake to
help them manage their condition in practice and what challenges, if any, do their personal
circumstances such as co-morbidities or social situation pose (collective action)?

1)

The interviewer will explore how difficult participants’ find it is to remember how or
when to take your medicine, and what strategies, if any, participants adopt to promote
medication adherence?

The interviewer will explore how many different types of clinics or therapists they
need to attend and how they manage this? For example, how often do they go to the
GP or hospital each week or month?

The interviewer will explore issues of access to health care? How difficult or easy it is
to get appointments, access advice?

Participant’s confidence in their general practitioner and other health professionals
will be explored and in particular their perspectives on the co-ordination of care and
adequacy of communication between professionals and professionals and themselves?

Participants’ views on the importance, or not, of continuity of care.

The interviewer will explore how patients integrate their illness and its management into
their social circumstances. How does it affect their life at home, leisure and social
activities, or work (if relevant). For example, how, if at all, have they modified daily and
social activities; or financial implications of their illness; or challenges in accessing social
services support. Does it affect their diet or ability to eat or drink?
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7) Have they had to get any adaptations for their home (such as a chair lift or rails), or
aids to get out of the house (such as a stick)?

Reflexive Monitoring

The interviewer will explore how stroke patients appraise the value of the advice provided
and the therapies prescribed and does this lead them to modify their treatment regimens, if
so, how and why? (reflexive monitoring)

1)

2)

The interviewer will explore how if at all, they have adapted or modified treatments
or adherence to advice and the reasons for this?

Participants’ thoughts/ideas about their treatments and management, including
worries, will be explored. For example, whether they experience side effects or keep
all their appointments and what has influenced their adherence or non adherence?

Whether participants discuss concerns or review their management plans with their
doctor and how this has modified, if at all, how treatments will be explored? For
example, are medications ever changed by the doctor or nurse and why?

Whether the participant’s doctor has ever made changes to their treatment regime
to make it easier for them to follow?

Finally, what strategies, if any, participants adopt to help them keep up to date with
new treatments or the latest information on their condition?

At close of Interview

The interviewer will ask the participant if there are any issues they would like to mention

which haven’t been covered.

And thank the participant, and reiterate that all they have discussed is confidential.
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INTERVIEW GUIDE 2: PATIENTS’ PERCEPTIONS OF TREATMENT BURDEN

Background Information for the Interviewer
In situations where there is a lack of knowledge, questions will be posed in a manner which

takes account of such a limitation.

The interview will be semi-structured in format, and thus the exact wording and prompts
used may vary between patients to encourage the patient to share their views and allow them
and opportunity to talk at length about their views about their illness and particularly their

treatment and management.

Introduction Procedure with Patients

1. Give complete name.

2. Identify self as a researcher from the Department of General Practice and Primary Care
at the University of Glasgow.
State that the doctors at the surgery know about the study.

4, Give short explanation of the purpose of the study:

‘I would like you to help me understand what you feel about your stroke. | really just
want to find out your views on how you have learnt to live and deal with your condition, the
treatments and advice you have been given. Please feel assured that no one will be able to
identify you from what you say when talking to me and everything you tell me will be
treated in the strictest confidence.’

‘We think it is important to know not only how the illness affects your body, but also
how vou think the management of your condition, for example the medications you have to
take and the appointments you have to attend affect your everyday life, and if so in what

ways?’



If at any time you want to stop, or have a break, please feel free to let me know.

‘I will be recording the interview, so | can remember all that you have said to me.’

PATIENT PROFILE

Subject ID:
Age:

Gender: Male () Female ()

Length of Time Registered with Current Practice:

Less than 5 years ()

6 to 15 years ()
16 to 24 years ()
25 years + ()

Have you been in hospital for the condition you are taking

459

to

treat?
Yes ()
No ()

Have you seen a specialist regarding your condition?

Yes ()
No ()
Marital Status: Single ()
Married / Civil Partnership ()
Living with partner ()
Separated ()
Divorced ()
Widowed ()
Have you any Children? Yes ()

No ()
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Can | ask how many?

A W N =

()
()
()
()
()

Can you tell me whether you went on to any further education after secondary school? Yes/No
If yes, please describe.
Date and Time of Interview:

The interviewer will first of all explain:
We have done some previous interviews with people who have had a stroke and also looked at
previous research done in this area, and would like to ask you about your thoughts on what

we have found, and your own experiences.

COHERENCE

Based on results from previous interviews, patients will be asked about any positive and
negative experiences of learning about / making sense of their stroke, the reasons for
experiences being good or bad, and any improvements that could have been made by health

services.

Interviewer will explain:

Some people who have had a stroke describe finding it difficult to gain information about
their stroke, and in making sense of this information. Others feel overwhelmed by too much
information. Different people prefer information being given in different forms. Some
describe spending a lot of time thinking about and planning for the future, such as setting

goals for their recovery.

The interviewer will therefore explore the following general areas in an open fashion:

* Reaching a diagnosis of stroke
* Gaining info from health professionals

2) How did you do the following and what could have been done to make this easier?
* Making sense of what a diagnosis of stroke means
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* Understanding the roles of different health professionals involved in your care

* Understanding investigations and treatments that have been done / given to
you

» Self directed research on stroke and its management (books / leaflets /
internet / media/ friends and family / life experience / stroke groups)

3) Do you find that receiving information makes your life harder or easier? What affects
this, for example, does it make a difference if the information is written or verbal?

4) Did you ever receive conflicting information from different sources?

5) Do you think about the future with regards to the following and is there any way that
health services could make this easier for you:
» The possibility of another stroke
* How to prevent another stroke
*  What you would do if you thought you were having another stroke
» Motivation to recover / prevent another stroke
* Goal setting
» The effect of stroke on your life
» Coping strategies

Cognitive Participation

Based on results from previous interviews, patients will be asked about positive and negative
experiences of engaging with others and organizing their stroke care, the reasons for these
experiences being good or bad, and any improvements that could have been made by health

services.

Interviewer will explain:

People who have had a stroke describe seeking psychological and practical help from friends,
family and other patients, and the difficulties they have with this. They also describe the
difficulties they have interacting with health professionals for example speaking to doctors in
the hospital, and booking appointments with their GP.

The interviewer will therefore explore the following general areas in an open fashion:
1) Have your family helped with psychological and practical support such as transport,
prescriptions, finances, help with therapies, aiding communication? Were there any

areas of difficulty with this? Could health services help with this process in any way?

2) How have you found the experience of contacting your GP or the out of hours service

for help or making an appointment? How could this be made easier?



462

3) How have you found the experience of contacting secondary care directly for help?

How could this experience have been made easier?

4) Do you have difficulty using the phone?

5) How do you get to your appointments at your GP or at the hospital? How could this be

made easier?

6) Did you think that health professionals spent adequate time with you in hospital? Do

you have any suggestions for how this may be improved?

7) How do you feel you have been treated by health professionals involved in your care?
Do you have confidence in these health professionals?

8) Is it important to you to see the same health professional i.e. is continuity important
to you? What is more important: seeing a health professional quickly or seeing

someone that you have seen before?

Collective Action

Based on results from previous interviews, patients will be asked about positive and negative
experiences of carrying out activities involved in stroke management, the reasons for these
experiences being good or bad, and any improvements that could have been made by health

services.

Interviewer will explain:

People who have had a stroke sometimes describe negative experiences during their hospital
stay. Some describe the time of discharge from hospital as very difficult. Once home they
can find it challenging to take medications, see therapists, attend stroke groups, manage
their stroke on a day to day basis. They may have to adapt their homes, move house or
arrange their finances. They often find the time that they stop seeing therapists at home

very difficult. Many also have other illnesses to manage at the same time.

The interviewer will therefore explore the following general areas in an open fashion:
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1) What was your experience of the following in hospital and how could these

experiences have been improved?

Attending hospital / emergency department at the time of having your stroke?
Being an inpatient on the ward and receiving personal care?
Undertaking therapies as an inpatient?

Discharge from hospital?

2) What was your experience of the following at home and how could these experiences

3)

4)

3)

6)

have been improved / what would have made your life easier?

Seeing therapists either at home or in the clinic?
Practicing therapies at home on your own?

Discharge from therapists in community?

Adapting your home or moving to a suitable house?
Obtaining walking aids or braces?

Arranging social care eg carers / home helps?
Returning to driving?

Returning to work?

Finding / attending a support group?

Arranging finances / dealing with the benefits system?

Taking medications and arranging prescriptions?

Have you had to buy any of your own healthcare, social care or equipment or pay for

anything else yourself?

Has there been any significant delays in your care?Whay do you think this happened?

Do you feel you received adequate psychological support during recovery?

Do you find contact with health professionals/ therapists helpful? Do you find it hard

work, and if so, do you feel the work is worth it? What affects this? Overall, would

you rather have seen therapists / health professionals more or less?
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7) Do you find having several different health professionals looking after you a good or

bad thing? Do you feel they communicate? How could this be improved?

8) Have you used technology at all during recovery e.g. an app on a smart phone? If so
how did you find this?

9) Have you used any alternative therapies, if so, why, and how did you find the

experience?

10)Have you made any changes to your lifestyle since your stroke and did you experience

any difficulties with this? If so, what would have made your life easier?

11)Have you developed any coping strategies to deal with new disabilities and is there

anything that would make this easier?

12) Do you have other illnesses to manage along with your stroke? If so, do you have any

difficulties managing more than one illness? What would make your life easier?

13)Have you taken part in other research projects? Have you had any difficulties, and if

so, what would make this easier (including this project)?

Reflexive Monitoring

Based on results from previous interviews, patients will be asked about their experiences of
reflecting on their stroke management, any difficulties they have had with this, and any
improvements that could have been made by health services.

Interviewer will explain: People who have had a stroke describe spending time reviewing
their stroke care on their own and with health professionals. They make decisions about
their healthcare based on their own judgments, and on advice from others.

The interviewer will therefore explore the following general areas in an open fashion:

6) How often do you see a health professional to review your stroke care? Is this too
often / not often enough? Do you have any difficulties with this?

7) How often did you see a doctor in the hospital to review your stroke care? Was this
too often / not often enough? Do you have any difficulties with this?

8) Do you try and keep up to date with new treatments available and if so, how, and
do you have any difficulties with this?

9) Do you use the internet to look up information about your stroke?

10) Do you feel involved in decisions about your healthcare?
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11)Are frequent changes made to your medications? How do you feel about this? What
would make your life easier?

12) Do you monitor your own health at home in any way? What would make this easier?

13)How do vou feel about your treatments / therapies? Have you ever stopped taking
them / doing them against medical advice?

14) How do you feel about the progress you have made in recovering from your stroke?
What could have improved this?

15)How have you found psychological adjustment after your stroke? Have you altered
your expectations of recovery since diagnosis?

At close of Interview

The interviewer will ask the participant if there are any issues they would like to mention

which haven’t been covered.

And thank the participant, and reiterate that all they have discussed is confidential.
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Appendix 17 - Modified Rankin Scale

MODIFIED Patient Name:
RANKIN Rater Name:
SCALE (MRS) Date:
Score Description
0 No symptoms at all
1 No significant disability despite symptoms; able to carry out all usual duties and activities
2 Slight disability; unable to carry out all previous activities, but able to look after own affairs

without assistance

3 Moderate disability; requiring some help, but able to walk without assistance

4 Moderately severe disability; unable to walk without assistance and unable to attend to own bodily
needs without assistance

5 Severe disability; bedridden, incontinent and requiring constant musing care and attention
6 Dead

TOTAL (0-6):
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