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Abstract 

Background  Stroke affects long-term physical and cognitive function; many survivors report unmet health needs, 
such as pain or depression. A hospital-led follow-up service designed to address ongoing health problems may avoid 
unplanned readmissions and improve quality of life.

Methods  This paper outlines the protocol for a registry-based, randomised controlled trial with allocation conceal-
ment of participants and outcome assessors. Based on an intention-to-treat analysis, we will evaluate the feasibility, 
acceptability, potential effectiveness and cost implications of a new tailored, codesigned, hospital-led follow-up 
service for people within 6–12 months of stroke. Participants (n = 100) from the Australian Stroke Clinical Registry who 
report extreme health problems on the EuroQol EQ-5D-3L survey between 90 and 180 days after stroke will be ran-
domly assigned (1:1) to intervention (follow-up service) or control (usual care) groups. All participants will be indepen-
dently assessed at baseline and 12–14-week post-randomisation. Primary outcomes for feasibility are the proportion 
of participants completing the trial and for intervention participants the proportion that received follow-up services. 
Acceptability is satisfaction of clinicians and participants involved in the intervention. Secondary outcomes include 
effectiveness: change in extreme health problems (EQ-5D-3L), unmet needs (Longer-term Unmet Needs question-
naire), unplanned presentations and hospital readmission, functional independence (modified Rankin Scale) and cost 
implications estimated from self-reported health service utilisation and productivity (e.g. workforce participation). To 
inform future research or implementation, the design contains a process evaluation including clinical protocol fidelity 
and an economic evaluation.

Discussion  The results of this study will provide improved knowledge of service design and implementation barriers 
and facilitators and associated costs and resource implications to inform a future fully powered effectiveness trial 
of the intervention.

Trial registration  ACTRN12622001015730pr.
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Background
Stroke is a leading cause of global disease burden [1]. In 
addition to the immediate physical, cognitive and emo-
tional injury impacts post-stroke, the long-term effects 
can be significant and life-altering. Approximately, 25% 
of people with stroke report their quality of life as equiva-
lent to, or worse than, death [2]. Physical disability, loss 
of employment, social isolation, cognitive impairment, 
communication difficulties, anxiety and depression 
make resuming home and community activities difficult 
[3]. Furthermore, compared with hospital discharges to 
rehabilitation or aged care, people discharged directly 
home are at an increased risk of an unplanned readmis-
sion within 90 days (sub-hazard ratio, 1.44 [95% CI, 1.33–
1.55]) [4]. Further, one in five people living with stroke 
have no support services in place after discharge from 
hospital [4].

Data from the Australian Stroke Clinical Registry 
(AuSCR) describe significant impacts on people with 
stroke or transient ischaemic attack (TIA) between 90 
and 180  days after hospital admission [5, 6]. For exam-
ple, health-related quality-of-life data (EQ-5D-3L, Euro-
QoL 5-dimensions 3-level version) [7] demonstrated that 
patients reported some or extreme problems with mobil-
ity (50%), self-care (30%), usual activities (58%), pain/
discomfort (49%) and anxiety or depression (49%) [7]. To 
help mitigate these reported problems, efforts to better 
integrate care across hospital and primary care settings 
for chronic diseases such as stroke are required.

Evaluation from follow-up services in other countries 
is promising [8–10]. For example, a stroke nurse navi-
gator programme in the United States reduced 30-day 
unplanned readmissions by 67.6% [10]. In addition, 
several authors of different studies have reported posi-
tive findings for follow-up services delivered from 30 
to 90 days within the Australian context [11, 12]. In the 
study by Pugh et  al., when compared with usual care, 
the nurse-led model of transitional care for neurology 
patients discharged from hospital produced cost savings, 
a positive return on investment, improved functional sta-
tus and health-related quality of life [12]. In a separate 
feasibility study for the use of a modified World Stroke 
Organization post-stroke checklist in a rehabilitation 
setting, the authors reported improved communication 
with patients and timely referrals to appropriate clinical 
services [11]. Although these studies suggested that 60% 
of people living with stroke still had a least one health 

problem at 3-month follow-up [12], no studies have 
focused on providing follow-up support after 3 months.

More efficient and targeted approaches that include 
better communication between hospital specialist ser-
vices and primary care providers are required for peo-
ple living with stroke in Australia [13]. Furthermore, 
some stroke impacts may only become apparent post-
discharge, and community-based services may lack the 
expertise to address stroke-related problems. To address 
this important gap in stroke care, we codesigned a reg-
istry-based, hospital-led tailored follow-up service with 
key stakeholders and people with lived experience as 
part of the AuSCR LIfe after Stroke Tailored Support 
(A-LISTS) study [14]. The follow-up service includes an 
intervention package that comprises a clinical proto-
col and procedure manual to be used by the site service 
coordinators (hereafter service coordinator/s) to tailor 
the support provided to the individuals with  identified 
unmet need(s) [14]. The service coordinator is a nomi-
nated stroke clinician — nurse or allied health staff — 
who is trained in the procedures. The newly developed 
follow-up service intervention package was pilot tested in 
one urban hospital in Australia with six participants and 
then refined based on feedback from the service coordi-
nator and participants to ensure it was ready to be used 
in a feasibility randomised controlled trial (RCT).

Methods
Research aims
The aim of the study is to assess the feasibility (i.e. 
acceptability and satisfaction of service coordinators and 
participants), potential clinical effectiveness, participant 
resource utilisation and cost implications of the tailored 
hospital-led follow-up service for chronic stroke com-
pared with usual care (control).

Study design
Multicentre, registry-based, trial with a prospec-
tive, parallel, randomised controlled, two group, sin-
gle-blinded design (Fig.  1) with an intention-to-treat 
analysis. The RCT has been prospectively registered 
with Australian New Zealand Clinical Trials Registry 
(ACTRN12622001015730p, 20th July 2022).

Methods and results will be reported in compliance 
with the CONSORT 2010 statement, including the 
extension for randomised pilot and feasibility trials [15]. 
A process evaluation and an economic evaluation will 

Trial sponsor  Florey Institute of Neuroscience and Mental Health, 245 Burgundy Street, Heidelberg, VIC, 3084, PH: 
+61 3 9035 7032

Keywords  Stroke, Clinical trial protocol, Follow-up service, Clinical Quality Registry



Page 3 of 12Cadilhac et al. Pilot and Feasibility Studies          (2024) 10:103 	

be conducted concurrently to the main trial and will be 
reported using the relevant reporting guidelines (e.g. 
CHEERS checklist) [16]. The study database will be cre-
ated via REDCap (Research Electronic Data Capture; a 
secure web based data management system) [17] and will 
be hosted on the Florey Institute of Neuroscience and 
Mental Health servers under the security and informa-
tion technology infrastructure of the University of Mel-
bourne, and will be protected as per industry standards.

Study setting
Up to six eligible and interested hospitals from a vari-
ety of settings will be identified from the network of 
hospitals that participate in the AuSCR (n = 63 hospi-
tals). Commencement dates will be staggered due to 
the timing of receiving hospital governance approvals, 
onboarding and training procedures. The AuSCR is a 
national clinical quality registry that collects prospec-
tive data on all patients from participating hospitals 
with a clinical diagnosis of stroke or TIA with the pur-
pose of monitoring and improving stroke care in Aus-
tralia [18]. The diagnosis is confirmed by the registrant 
when they complete a follow-up survey at 90–180 days. 
Within the AuSCR, data on demographics, clinical 
characteristics and evidence-based therapies provided 
to patients during the acute admission are collected 
by hospital staff. Registrants are then contacted by the 
AuSCR Office, initially by mail to complete a follow-up 
health outcome survey. Where there is no response, a 
short message service (SMS) and/or mail to the nomi-
nated next of kin is sent between 90 and 180 days post 

admission. The AuSCR Office attempts to obtain health 
outcomes from all registrants unless they request no 
follow-up, opt out of having their personal details 
stored on the registry, were registered on the AuSCR 
over 180  days post discharge, or were known to be 
deceased. At the 90–180 day follow-up, registrants pro-
vide information about their living situation and pro-
vide health-related quality of life (HRQoL) details using 
the EQ-5D-3L survey including the visual analogue 
scale (VAS) [19]. Functional independence is collected 
using the modified Rankin Scale (mRS) [20], and par-
ticipants are also asked to indicate their willingness to 
be contacted for further research opportunities.

Study population
Inclusion criteria
Participants are selected from the AuSCR registrants if 
they:

•	 Have indicated a willingness to be contacted for 
future research at 90–180 day follow-up

•	 Are aged ≥ 18 years with a confirmed diagnosis of 
stroke

•	 Are living in the community in a private residence
•	 Have reported an extreme problem in at least one 

dimension of the EQ-5D-3L or have a score on the 
VAS ≤ 60 at 90–180 day follow-up [19]

•	 Are able to participate in English and provide 
informed consent (self-report or appropriate proxy 
can assist).

Fig. 1  Overview of study design
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Exclusion criteria
AuSCR registrants with a TIA diagnosis will be excluded. 
Registrants in palliative care and/or a residential aged 
care facility will be excluded as they may be unlikely to 
survive to the end of study follow-up period (i.e. 12–14-
week post-randomisation).

Trial procedures
Registry‑based participant recruitment procedure
Identification of eligible AuSCR registrants and recruit-
ment will be undertaken by the data manager located at 

AuSCR Office in Melbourne, Victoria. Trained AuSCR 
team members will call potential participants to confirm 
eligibility. Consent will be obtained via mail (paper form) 
or email (e-consent; purpose designed in the REDCap 
database). Baseline assessments (including demographic 
and clinical data) will be completed by an AuSCR team 
member via telephone post consent. Figure  2 outlines 
the recruitment pathway. A screening log will be used to 
capture demographic information on consenting eligible 
registrants and those who are not, to enable reporting of 
response and participation rates.

Fig. 2  Summary of the recruitment and intervention pathway
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Randomisation, allocation concealment and blinding 
procedure
Once consented, the trial participants will be randomly 
allocated 1:1 to the intervention group or control (usual 
care) group. Online randomisation will occur using RED-
Cap [17], stratified by age (< 65, 65 + years) and sex (male, 
female) to ensure balance of age and sex between the two 
groups as these factors are associated with differences 
in HRQoL [21]. Participants and outcome assessors 
(AuSCR staff) will be blinded to the group allocation. 
Service coordinators delivering the intervention will be 
unaware of participants from their hospital randomised 
to the control group. To avoid unblinding to group allo-
cation, the control group will not know which group they 
are in. As part of the study, some participants may be 
contacted by a member of staff from the hospital or ser-
vice that treated them for their stroke.

Outcome measures
The primary and secondary outcomes are listed in 
Table 1 for each study aim. Data collection tools and rel-
evant timepoints of measurement for the clinical, process 
and economic evaluation are outlined in Table 2.

Description of secondary outcome clinical effectiveness 
measures
Secondary outcome measures relating to the meas-
urement of HRQoL, unmet needs and disability are 
described below.

HRQoL measured by EQ‑5D‑3L and Visual Analogue Scale
The EQ-5D-3L [19] is a standardised instrument devel-
oped by the EuroQol group to measure health-related 
quality of life and is widely used internationally and 
by the AuSCR. It comprises five dimensions: mobility, 
self-care, usual activities, pain/discomfort and anxi-
ety/depression. Each dimension is self-reported by 
participants to indicate no problems, some problems 
or extreme problems. The EQ-5D-3L also includes a 
VAS. The VAS ranges from 0 (worst imaginable health 
state) to 100 (best imaginable health state). The median 
VAS reported by patients post-stroke in Australia is 70 
[7], and a normative median score from a similar popu-
lation without stroke is 80 [25].

Longer‑term Unmet Needs after Stroke (LUNS) questionnaire
The LUNS questionnaire is a 22-item tool that enables 
the collection of the longer-term problems affecting the 
physical, psychological and social facets of people living 
with stroke [22]. It can also be used as a tool to evaluate 
community service usage and whether those commu-
nity services are meeting the person’s needs [25]. Most 
studies have used the LUNS between 3 and 6  months 
post-stroke; however, it has been used up to 5–8 years 
following stroke [26]. The LUNS is acceptable to people 
living with stroke and has satisfactory validity and test–
retest reliability [22].

Table 1  Primary and secondary aims and trial outcome measures

a Will be included in the process evaluation
b Will be included in the economic evaluation and converted to costs

Primary aims Primary Outcomes
Trial feasibility

Acceptability The proportion of participants that:
  • Complete the feasibility trial
  • Attend the follow-up service (intervention group)

Participant, service coordinator and clinician satisfactiona Satisfaction and experiences of participants and service coordinators (+ / − other clini-
cians at participating health services) with the hospital-led follow-up service, assessed 
through project documentation, field notes, surveys and/or interviews/focus groups

Secondary aims Secondary outcomes
Potential clinical effectiveness, i.e. health status Health-related quality of life (EQ-5D-3L survey [19]) including change in the proportion 

with extreme health problems at 12–14 week post-randomisation. Also composite outcome: 
extreme health problems reported on EQ-5D-3L [19] or visual analogue scale score 60 points 
or less

Unmet needs: Longer-Term Unmet Needs Survey [22]

Unplanned emergency department presentations and/or admissions to hospital (self-
reported)b

Disability (modified Rankin scale [20])

Healthcare service utilisationb Use of health and community services (self-reported)

Change in medications (self-reported)

Cost implications of the programmeb Costs of intervention delivery (self-reported)
Cost or cost offsets from health and community services used (self-reported)
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Modified rankin scale (mRS) scale
The mRS is a single-item, global disability rating 
scale  [20] often used in stroke trials for assessment of 
patient outcomes [27]. The categorical scale is as fol-
lows: 0 = no symptoms at all, 1 = no significant disability 
despite stroke-related symptoms, 2 = stroke-related disa-
bility but remains functionally independent, 3 = function-
ally dependent but independently mobile, 4 = requires 
assistance to mobilise and 5 = requires constant care and 
is bed-bound [28]. For this study, the mRS outcome will 
be dichotomised into two groups (0 to 2 [independent] vs 
dependent/dead [mRS 3 to 6]).

Sample size
Up to 100 people with stroke will be recruited (50 for 
intervention and 50 for control), which is consistent with 
recommendations for pilot and feasibility studies [29, 
30]. It is anticipated that each participating hospital will 
provide the intervention to approximately 10–15 people, 
with a capacity of providing the follow-up service to 1–2 
intervention participants per week.

Ethics
Ethics approval for this project was obtained by the 
Austin Health Human Research Ethics Committee 
(HREC/89487/Austin-2022). Hospital-specific govern-
ance approval will also be obtained from participating 
hospitals. Approval for the use of the existing AuSCR 
data has been obtained from the AuSCR Steering Com-
mittee, the governing body of AuSCR.

Treatment groups
Intervention
Participants in the intervention group will receive the 
tailored follow-up service implemented over 12  weeks. 
The service coordinator will be provided with a tailored 
patient referral report (including demographic and clini-
cal data collected from the baseline assessment). The 
intervention follow-up service utilises clinicians’ clinical 
reasoning and experience to help participants navigate 
the hospital, community and primary care systems. This 
support may include linking participants to appropriate 
locally available services. All service coordinators will 
have a clinical background in stroke (e.g. stroke nurse, 
stroke allied health) and will receive 4–8 hours of train-
ing tailored to the hospital setup. The service coordina-
tor will conduct an initial assessment with the participant 
(either in-person or via telehealth; participant’s choice) 
to ascertain existing service usage and how to assist the 
participant with their unmet needs. Through a collabo-
rative and shared decision-making approach with the 
participant, the level of input required will be tailored to 

the participant’s needs. The service coordinator will then 
organise referrals as required and provide advice and 
education as necessary.

Following the initial consultation, there are six possible 
scenarios (Fig. 2). Only existing and available services or 
treatments will be offered in the trial. The intervention 
follow-up service will be tailored to the individual partic-
ipant. It does not dictate how often or which clinicians or 
services will have ongoing engagement with participants 
over the 12-week intervention period. Participants will 
be asked for their permission to share information with 
their general practitioner (GP) including the purposively 
designed A-LISTS GP letter. Depending on the partici-
pant’s age, location, needs, priorities and healthcare net-
work, we envisage that some participants may be referred 
to services such as allied health services (e.g. physiother-
apy, occupational therapy), community rehabilitation 
programmes and state-funded community health pro-
grammes (e.g. chronic disease management plan [31]). 
The service coordinator may also liaise with the National 
Disability Insurance Scheme [32], My Aged Care [33] and 
other stroke resources (e.g. Stroke Foundation services 
and information) to help participants navigate the system 
and provide education.

There will be no charges to participants for accessing 
the follow-up service, although some private services 
participants are referred to may incur fees. As this is an 
embedded real-world health services trial, we will utilise 
existing private, public, free and online services. Research 
funding will not be used to cover other out-of-pocket 
expenses (i.e. allied health services, specialist visits). Par-
ticipants will be provided with an electronic or paper 
diary, to record health and community care contacts and 
referrals including dates and reasons for health and com-
munity care visits, to assist with completing the trial out-
come assessment conducted at 12–14 weeks. The service 
coordinator is to record their notes as soon as possible 
after the service is delivered and ensure the letter using 
the template is sent to the GP.

Control group
Participants in the control group will receive their usual 
care (e.g. existing services or supports) in the community. 
They will also be provided with an electronic/paper diary 
to record health and community care contacts and refer-
rals used to complete the outcome assessment conducted 
12–14-weeks post-randomisation. At the end of the trial, 
information about participants in the control group who 
will be assessed as having ongoing high levels of unmet 
needs will be passed to the hospital team, who may 
choose to offer follow-up within current services avail-
able to them.
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Safety monitoring
Occurrence of serious adverse events (SAEs) will be 
documented throughout the feasibility RCT by the ser-
vice coordinator and blinded outcome assessor. Relevant 
information will be obtained from the participant and/
or proxy and hospital medical records (where possible by 
the service coordinator accessing the medical records). 
SAEs are defined as any untoward or serious medical 
occurrence that results in death, life-threatening inci-
dents, hospitalisations, an event that results in new dis-
ability/incapacity, or other important medical events 
[34]. SAEs will be reported to a neurologist who will act 
as the medical monitor (author V.T.) for adjudication. If 
the SAE is deemed to be related to the study intervention, 
then a report will be submitted to the ethics committee 
and the local research governance office.

Process evaluation
The process evaluation draws on implementation evalu-
ation theory and models including the Medical Research 
Council guidance for complex interventions [35] and 
Normalisation Process Theory [36]. The process evalua-
tion includes mixed methods since qualitative data in fea-
sibility studies helps to refine the understanding of how 
the intervention works and facilitate ongoing adaptation 
of the intervention and evaluation design in preparation 
for a larger trial [37]. Data will be collected using project 
documentation, field notes, surveys and interviews/focus 
groups as outlined below.

Satisfaction survey
All participants will be invited to complete an electronic/
paper satisfaction survey (including open and closed 
questions) at the 12–14-week post-randomisation out-
come assessment. Information on satisfaction and expe-
rience with the care received in the community will be 
obtained, with specific questions related to the service 
coordinator and follow-up service also included for those 
in the intervention group. The service coordinator (and 
any other clinicians involved in the initial consultation) 
will also be invited to complete a survey exploring their 
experience of implementing and delivering the follow-up 
service.

Interviews/focus groups
At the conclusion of the RCT, semi-structured focus 
groups/interviews (n = 3, 6–10 in each group, with up to 
30 people in total) will be undertaken with groups of the 
following: (i) clinicians involved in delivery of the service 
(all service coordinators and up to two other purposively 
selected clinicians per hospital if they were involved) and 
(ii) purposively selected participants, based on satisfac-
tion variation from survey results, to further explore the 

facilitators and barriers to service implementation and 
delivery. Examples of questions are provided in Table 3.

Interviews/focus groups will be conducted remotely 
(e.g. telephone, video conference), recorded with partici-
pant consent and transcribed for analysis.

Economic evaluation
A cost consequences analysis will be undertaken to pre-
sent disaggregated costs and outcomes of implementing 
the follow-up service [38]. This will clarify which costs 
and outcomes are most relevant to further refine the 
design of the service and a future effectiveness trial. Costs 
of providing the intervention will be estimated based 
on interviews with clinical leads at participating hospi-
tals and from finance departments, where possible. The 
impacts of the intervention on resources used by partici-
pants will be estimated from a health sector (e.g. hospital 
presentations, general practitioner visits, specialist visits, 
outpatient visits) and societal perspective (e.g. employ-
ment, household productivity, informal care). Unit prices 
for resources used and productivity will be obtained from 
the most contemporary Australian sources. Data from 
participants will be self-reported, with a diary provided 
for the duration of the study to assist with collection of 
data related to health care resources utilised, for exam-
ple use of health and community services, admissions 
to hospital or changes to medication (see also Table  1). 
This information will be supplemented by data from the 
follow-up service records of all referrals and service con-
tacts for intervention participants. Medical records may 
also be audited to verify the data collected.

Statistical and data analyses
An independent statistician will conduct the analysis 
blinded to group allocation. Intention-to-treat and per 
protocol analyses (participants who did not ’drop out’ 
of service/withdraw or failed to attend service coordina-
tor appointments) will be described. Descriptive statis-
tics will be reported for the participants’ characteristics, 
retention and completion of outcome measures by group 
allocation (intervention or control). The difference 
between groups for the primary outcome (completion 
of the feasibility trial) will be described as a difference in 
proportions. Other feasibility outcomes, including the 
proportion of intervention participants that attended the 
follow-up service, will be reported descriptively.

We acknowledge the limitations of between- and 
within-group comparisons of effectiveness in feasibility 
trials and the imprecision that small samples can create 
[39]. We will also assess within group changes to assess 
for minimum clinically important effects.

The EQ-5D-3L domains at pre-trial/baseline deter-
mined entry into the trial as people experiencing extreme 
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health problems. We will describe the change in the pro-
portion of participants with extreme health problems at 
12  weeks between groups using the original criteria for 
entry into the trial. The EQ-5D-3L dimension responses 
will also be converted into a utility score using previously 
published algorithm for Australia [21]. Due to the antici-
pated skewed distribution of continuous health outcomes 
measures (e.g., utility values), between-group differ-
ences will be reported as median difference. Imputation 
of missing data will be undertaken as necessary. Multi-
variable median, logistic, and ordinal logistic regression 
models adjusted for baseline values to assess differences 
in health outcomes (e.g. VAS, EQ-5D-3L, LUNS, mRS) 
between groups. Confidence intervals will be reported 
for secondary health outcomes to inform discussion of 
the likely treatment effects of the intervention [40].

Open interview/focus-group transcripts, open-ended 
responses from the satisfaction surveys, and project doc-
umentation/field notes will be analysed using thematic 
and/or content analysis techniques. Both inductive and 
deductive methods may be incorporated as appropriate, 
within a framework analysis approach [41]. Ongoing dis-
cussions with the research team will be used to ensure 
the data are being interpreted and summarised to best 

reflect the intended meaning. Closed questions will be 
summarised descriptively. Use of triangulation, involving 
the combination of multiple data sources, methodologi-
cal approaches and analysis methods [42], will be used to 
ensure comprehensiveness and encourage a more reflec-
tive analysis of the trial.

Prespecified criteria to judge proceeding with future 
definitive trial
Various aspects of this trial (participant-level data, pro-
cess evaluation and economic evaluation data) will 
provide evidence to support the investigators in mak-
ing changes to the protocol and in the determination 
of whether we proceed to a definitive trial based on the 
current or a modified format. For progression, we antici-
pate the following: recruit at least 25% of potentially 
eligible participants, consent at least 40% of people iden-
tified as eligible and who agreed to participate, > 80% 
retained, > 70% adherence to core study protocol com-
ponents (i.e. intervention group participation in the ini-
tial consultation), complete data for 80% of primary and 
secondary health outcome surveys, at least 30% with a 
positive change in health status from baseline (i.e. fewer 
unmet needs or extreme problems reported at 12-week 

Table 3  Example questions and prompts for focus-group interviewsa

a This is not the full list of questions and prompts

Service co-ordinators and/or registry staff
Question Prompts
Can you describe how the service was implemented at your site? Were any aspects of the protocol provided changed for your site or for a 

specific clinician, health service or person with stroke?

Can you describe your experience with clinicians/people with stroke/
health services/etc.?

Consider was it easy, difficult? Any policies or clinical pathways needing 
to be changed? Approvals required?

What resources were required to implement? Feedback on resources 
provided (request copies of changes to documents), including clarity 
of role and training

Consider information from project team, training, funds, time allocated vs 
required and other people to be involved?

Were any challenges experienced? Did any clinician or person with stroke not want to participate? What con-
cerns did they have? If they had concerns, how was this addressed?
Were there any shared characteristics for participants withdrawing or refus-
ing participation?
Consider how could these be addressed? What resources/factors would be 
needed?

Patient participants
Question Prompts
Can you recall what you thought when you were first contacted by ser-
vice?

What were your initial thoughts?
What sorts of things were discussed?

Can you describe the experience of participating in this service overall? What sorts of things occurred? Consider referrals, treatments and informa-
tion

Did you have any concerns or difficulties with the service? How were these addressed? What resources/factors would be needed?

Were there any benefits to you from participating in the service? Consider all aspects of health and wellbeing
What contributed?
If any, do you think they will be maintained?

Anything important to improve the follow-up service? Consider personnel, integration with existing care, information provided, 
referrals, accessibility of services and costs associated seeking recom-
mended services or therapies
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EQ-5D-3L), no serious adverse events related to the study 
intervention or other procedures, > 60% satisfied and 
would recommend the trial to others (with a larger pro-
portion in the intervention group). Ability to recruit hos-
pitals (> 70% that indicated willingness and progressed 
to site-specific ethics participated) and the resources to 
conduct a future trial will also be important criteria for 
progression.

Discussion
The multicentre, hospital-led follow-up service 
(A-LISTS), is to be evaluated in this feasibility trial. The 
aim of the intervention is to support people experienc-
ing stroke who report extreme health problems that have 
been identified using routinely collected national registry 
data within 3–6  months of a new stroke. The proposed 
intervention package was codesigned [14] and should 
support greater engagement of hospital clinicians, pri-
mary care and community-based services. This trial will 
enable insights into the various contextual factors that 
exist in the adoption of this type of registry-based, hospi-
tal-led service for stroke. Findings will provide improved 
knowledge of service design and implementation bar-
riers and facilitators and associated costs and resource 
implications. The clinical health outcome data will sup-
port the calculation of potential effect sizes to inform 
planning a future fully-powered effectiveness trial of the 
intervention.

Trial status
The trial has started with 50 participants randomised (1 
May 2024) but had not finished recruiting when this ver-
sion was submitted to the journal.
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