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Abstract 

Background There is a growing evidence base to support the use of self-management interventions for improving 

quality of life after stroke. However, stroke survivors with aphasia have been underrepresented in research to date. 

It is therefore unclear if self-management is an appropriate or effective approach for this group. To address this gap 

in the evidence base, we have developed a supported self-management intervention (the ‘Living with Aphasia’ inter-

vention) specifically for stroke survivors with aphasia in the first year after stroke. The StarStep study aims to assess 

the feasibility of implementing and evaluating the intervention (including the feasibility of participant recruitment, 

the feasibility of delivering facilitator training, the acceptability of the intervention, the fidelity of intervention delivery 

and outcome data completeness).

Methods StarStep is a mixed-methods, non-randomised feasibility study. The Living with Aphasia intervention will be 

facilitated by speech and language therapists and implemented in two community stroke teams in the north of Eng-

land. We aim to recruit 30 stroke survivors who have aphasia (and/or their family members) and who are ≤ 12-month 

post-stroke to participate in data collection for the study. Following informed consent, participants will complete 

a baseline data collection questionnaire which will include measures of quality of life, symptoms of depression 

and perceived communicative effectiveness. Follow-up questionnaires will be completed at 3-month post-inter-

vention. Qualitative data collection will include implementation groups and semi-structured interviews with speech 

and language therapists, semi-structured interviews with stroke survivors with aphasia (and/or their family members) 

and observations of the delivery of the intervention. A joint display table will be used to integrate findings from each 

element of data collection in order to consider overall feasibility.

Discussion This study will provide the information necessary to optimise data collection processes and to opti-

mise the implementation and delivery of the self-management intervention. Feasibility data will inform decision-

making regarding progression to a future definitive cluster randomised controlled trial to evaluate the effectiveness 

of the intervention.

Trial registration ISRCTN registry, trial registration number: ISRCTN10401966. Date of registration: 07/10/2023. URL 

of trial registry record: https:// doi. org/ 10. 1186/ ISRCT N1040 1966.
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Background
Stroke remains a leading cause of long-term, complex 

disability [1, 2]. Around one-third of stroke survivors 

will experience the language impairment aphasia [3]. 

Aphasia affects the comprehension or expression of 

spoken, written or sign language. Aphasia is associ-

ated with poor outcomes both in the short term (longer 

hospital stays, increased risk of mortality and disabil-

ity at 1-month post-stoke) [3, 4] and in the longer term 

(reduced quality of life, reduced social participation 

and increased risk of depression) [5–7]. Qualitative 

research also suggests the lasting impact of aphasia; 

with some struggling to overcome barriers to social 

participation, or, to find a sense of purpose or satisfac-

tion in their daily lives [8].

Self-management interventions are designed to help 

people with chronic diseases gain the knowledge and 

skills they need to manage the physical, social and emo-

tional consequences of living with their condition [9–11]. 

They typically include multiple components such as edu-

cation, goal-setting, problem-solving, action planning, 

self-monitoring and decision-making [9–11] and have 

been delivered in various modes including group-based, 

telephone-based and individually delivered approaches 

[12]. Multiple healthcare professionals (e.g. nurses, allied 

health professionals, psychologists) and lay people have 

been trained to facilitate self-management interventions 

[12]. Recently, the term ‘supported self-management’ has 

been used more frequently, and interchangeably, with the 

term ‘self-management’. This is to emphasise the impor-

tance of support/enablement as part of this approach [13] 

and to overcome the negative connotations of being left 

to manage alone which may be associated with the term 

‘self-management’ [14].

Self-management interventions are increasingly 

being developed and tested as a potential pathway for 

improving longer-term care and outcomes after stroke. 

Clinical guidelines in a number of countries (includ-

ing the UK [15, 16], USA [17], Canada [18] and Aus-

tralia [19]) have recommended that stroke survivors 

are offered the opportunity to learn self-management 

skills as part of longer-term care. A Cochrane review 

suggested benefits of stroke self-management interven-

tions upon quality of life and self-efficacy [10]. How-

ever, stroke survivors with aphasia (SSWA) have been 

underrepresented in research in this area to date [20], 

and therefore, the suitability and effectiveness of such 

approaches for this population are unclear.

To address this gap in the evidence base, we have 

developed a supported self-management interven-

tion specifically for SSWA in the first year after stroke. 

Medical Research Council guidance [21] was used as 

a framework for developing the intervention. In line 

with this framework, the intervention has been devel-

oped iteratively, informed by a number of pieces of 

research including systematic reviews [8, 20], a qualita-

tive needs assessment with key stakeholders (including 

SSWA, their family members and speech and language 

therapists) [22, 23] and a co-production study [24]. 

The development of the intervention has also been 

informed by behaviour change theory [25]. The Liv-

ing with Aphasia intervention is a multicomponent 

approach which is designed to be delivered on a one-

to-one basis by speech and language therapists in the 

community setting. The components of the interven-

tion include the following: an accessible written guide 

for SSWA, a guide for family and friends, training for 

speech and language therapists and a toolkit for speech 

and language therapists to support the integration of 

the approach in practice. Further details of the inter-

vention are provided in the ‘Methods/design’ section.

This study (the StarStep study) will test the feasibility 

of implementing the intervention in practice and clarify 

procedures for a future definitive cluster randomised 

controlled trial (RCT) (with internal pilot phase) to 

evaluate the effectiveness of the intervention.

Study aim

The overarching aim of this study is to assess the feasi-

bility of implementing and evaluating the intervention 

to inform the design of a future effectiveness RCT.

Objectives

Feasibility objectives

1) To assess the feasibility of recruitment methods and 

uptake by the following:

a Assessing the number of SSWA screened, 

identified as eligible and for whom informed 

consent/consultee declaration (assent) can be 

obtained.

2) To assess the feasibility of intervention implementa-

tion and delivery by the following:
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a Assessing the feasibility of recruiting and training 

speech and language therapists (SLTs) to facilitate 

the intervention.

b Obtaining an understanding of facilitators’ (SLTs) 

views of the intervention (including acceptability, 

barriers and enablers to implementation).

c Obtaining an understanding of participants’ 

(SSWA, family members/friends) views of the 

intervention (including acceptability, unantici-

pated consequences).

d Exploring fidelity of intervention delivery (includ-

ing influencing contextual factors).

e Explore the costs and resource use associated 

with delivering the intervention.

3) To assess the feasibility of collecting outcome meas-

ures including completion rates, levels of missing 

data and ease of use.

Other objectives

4) To test and refine the proposed theoretical logic 

model for the intervention which maps out interven-

tion components, mechanisms and outcomes (based 

on established behaviour change theory [25]). This 

will enable us to develop our understanding of which 

components of the intervention produce which out-

comes and thus a reasoned approach for refining the 

intervention if needed [26].

Methods/design
This protocol is reported drawing on SPIRIT guidance 

[27, 28] and the CONSORT extension for reporting pilot 

and feasibility trials [29–31]. A SPIRIT checklist is pro-

vided in Additional file 1.

Study design and setting

This study is a mixed-methods, non-randomised, feasi-

bility study. We will implement the intervention in two 

community speech and language therapy services in the 

north of England. The intervention will be delivered at 

the level of the whole service as ultimately a cluster RCT 

is planned.

To meet the study objectives, qualitative and quanti-

tative data will be collected. Quantitative data collec-

tion will include screening data, cost and resource data, 

and outcome measures. Qualitative data collection will 

include implementation groups with SLTs, semi-struc-

tured interviews (with SSWA, family members, SLTs) 

and observation of intervention delivery. Further detail is 

provided in the ‘Data collection methods’ section of this 

protocol.

Participants, interventions and outcomes

Eligibility criteria

• Stroke survivors with aphasia

 Inclusion criteria

1. Are aged 16 years or over

2. Have a primary diagnosis of stroke

3. Have post-stroke aphasia (as diagnosed by the 

treating speech and language therapy service)

4. Are ≤ 12-month post-stroke

5. Are able and willing to provide informed consent 

for participating in data collection (e.g. outcome 

measures or observations or a semi-structured 

interview) or for whom a consultee declaration 

(assent) is provided (observations only).

6. Living at an address within the remit of a par-

ticipating community service and referred for 

speech and language therapy from a participating 

community service.

 Exclusion criteria

1. > Twelve-month post-stroke

2. Already in receipt of speech and language therapy 

from the participating community stroke team

3. In receipt of end-of-life care (documented in 

medical notes)

4. Residents in nursing or care homes

5. People with comorbid progressive neurological 

disorders, e.g. Huntington’s disease, motor neu-

ron disease, Parkinson’s disease and multiple scle-

rosis

• Family members1

 Inclusion criteria

1. Are aged 16 years or over

2. Are a family member/close friend and/or carer of 

a SSWA participating in the study or are a fam-

ily member/close friend and/or carer of a SSWA 

1 Note: Throughout the protocol, we refer to ‘family members’ as the usual 
significant others who may wish to be involved in the study. However, 
it may be appropriate for other caregivers (e.g. friends, paid carers) to be 
involved as a significant other (e.g. where the person with aphasia has no 
close family member), and we wish to be inclusive in these circumstances.
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who lacks capacity to consent to participate in 

the study

3. Are a family member/close friend and/or carer 

who provides help and support (practical and/or 

emotional) to the SSWA at least once a week

4. Are able and willing to provide informed consent 

for participating in data collection

 Exclusion criteria

1. They are caring for a stroke survivor resident in 

a nursing or care home or with palliative care 

needs.

2. They are caring for a stroke survivor with a 

comorbid progressive neurological disorder, e.g. 

Huntington’s disease, motor neuron disease, Par-

kinson’s disease and multiple sclerosis

• Speech and language therapists

 For SLTs, the following eligibility criteria will apply 

for participation in implementation groups, obser-

vation of intervention delivery and semi-structured 

interviews:

 Inclusion criteria

1. Are employed as a SLT at a participating commu-

nity stroke team

2. Has a caseload including SSWA

3. Has received training in facilitating the self-man-

agement intervention

4. Is willing to provide informed consent to partici-

pate in the implementation group/observation of 

intervention delivery/semi-structured interview

 Exclusion criteria

N/A

Intervention

The provisional self-management intervention (the Liv-

ing with Aphasia approach) consists of four components.

• Component 1: An accessible guide for SSWA

• Component 2: A guide for family and friends

• Component 3: Training for SLTs

• Component 4: A toolkit for SLTs to support the inte-

gration of the approach in practice

SLTs will be provided with 1  day of training in the 

intervention (component 3). The intervention is designed 

to be integrated within usual speech and language ther-

apy provision in the community setting. The average 

number of speech and language therapy sessions pro-

vided by any particular community team varies across 

the country. However, recent national audit data pro-

vided by the Sentinel Stroke National Audit Programme 

(SSNAP) (April-June 2019) [32] suggests that, on average, 

stroke survivors will receive approximately seven sessions 

of speech and language therapy in the community setting 

with a median session time of 47.5 min. Sessions are usu-

ally provided individually and face to face. It is expected 

that during these sessions, SLTs will introduce the 

guides (components 1 and 2), and, in collaboration with 

the SSWA and their family member, the SLT will agree 

goals and weekly activities to be completed outside of 

session time (component 4). The activities are designed 

to support and encourage self-management with a par-

ticular emphasis on overcoming barriers to social par-

ticipation and participation in meaningful activity. It is 

anticipated that family members will be involved in sup-

porting weekly activities (with help and training on how 

to do this provided by the SLT). Weekly activities will be 

reviewed at the beginning of subsequent sessions to help 

with problem-solving and planning of the next activity. 

At the end of therapy, the SLT will help the SSWA and 

their family member to make a self-management plan 

to help them to build upon the skills and strategies they 

have learnt moving forwards.

A detailed description of the intervention is provided in 

Table 1. using the Template for Intervention Description 

and Replication (TIDieR) checklist [33] as a framework.

Sample size

As this is a feasibility study, a power calculation is not 

appropriate. We aim to recruit 30 SSWA and/or family 

members to participate in this study. SSWA may par-

ticipate independently, or a family member may also 

consent to participate in the study with the person with 

aphasia (dyad). A family member may participate in the 

study independently if their relative with aphasia lacks 

capacity to consent; however, family members will not 

be eligible to participate if their relative has capacity but 

does not wish to participate in the study. Therefore, the 

sample size of 30 will be made up of both independent 

participants (SSWA, family members of SSWA who lack 

the capacity to consent) and dyads (SSWA and a family 

member/friend). Dyads will count as one recruit towards 

the total sample size of 30. From the total sample of 30 

participants, we aim to purposively sample between 10 

and 15 SSWA and/or family members to take part in the 

in-depth semi-structured interviews and observations. 

We will invite all SLTs who are trained in the interven-

tion to take part in an in-depth semi-structured inter-

view (n = 10–15). These sample sizes will enable the aims/

objectives of this project to be fulfilled and to obtain the 
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Table 1 Description of the supported self-management intervention for stroke survivors with aphasia

Intervention name A supported self-management intervention for SSWA (the Living with Aphasia approach)

Why Self-management programmes can have a positive impact upon quality of life and reduce healthcare utilisation 
[10, 34–36]. However, there is a lack of evidence for self-management programmes to support stroke survivors 
with aphasia [37]. We have developed a self-management programme which is designed specifically to be accessi-
ble to stroke survivors with aphasia and to address their needs. The goal of the intervention is to support and enable 
stroke survivors with aphasia to self-manage; focusing on increasing social participation and participation in mean-
ingful activity. A logic model for the intervention has been developed (based on behaviour change theory (25)) 
which maps out the proposed inputs, mechanisms of action and outcomes for each component of the intervention 
(accessible guide for SSWA, a guide for family and friends, training for SLTs and a toolkit for SLTs).

What: Intervention compo-
nents and materials

Component 1: An accessible guide for SSWA. SSWA will be provided with a written guide: ‘Living with Aphasia: 
A guide for stroke survivors’. The guide is formatted according to the Stroke Association’s guidelines for acces-
sible information [38]. The guide contains short and simple information about the following:Self-management 
and its health benefits, Practical and alternative communication strategies, Strategies to cope with low mood 
and fatigue. The guide contains sections for the stroke survivor with aphasia to fill in during therapy to aid goal set-
ting and planning for the end of therapy. The guide contains stories from other SSWA about how they manage

Component 2: A guide for family and friends. A family member or friend will be provided with a written 
guide ‘Living with Aphasia: A guide for family and friends’. The guide contains short and simple information 
about the following:What speech and language therapy is and what can be expected in sessions, Strategies to com-
municate with someone with aphasia, Strategies to cope with the increased demands of supporting their relative 
with aphasia, Where to go for support for themselves and their relative (national and local organisations). The guide 
also contains a section for the family member/friend to fill in to help with troubleshooting difficulties with commu-
nication. There is also space for personalised information to be provided by the speech and language therapist

Component 3: Training for speech and language therapists. Training for speech and language therapists will be pro-
vided to help them to identify and support opportunities to support self-management within therapy. The training 
includes the following:Education about self-management and the health benefits of this for SSWA and their family/
friends, Communication skills training to support self-management within the therapeutic relationship (includ-
ing practical demonstrations and role play), Training in implementing the toolkit (component four) within therapy 
sessions, tailoring use to the individual, Examples of opportunities to support self-management within speech 
and language therapy

Component 4: A toolkit for speech and language therapists to support the integration of the self-management 
approach in practice. The toolkit consists of written worksheets/activities to be completed with SSWA and/
or family/friends and written instructions for speech and language therapists about how to use the worksheets/
activities in therapy. The toolkit includes the following:A standardised approach to setting participation goals 
and actions, Activities to help SSWA develop a routine and take part in meaningful activity, Activities to help SSWA 
to build or maintain support networks

What: Intervention procedures SSWA will be identified by treating speech and language therapy services in the acute or community setting. The 
guides (components 1 and 2) will be introduced by the treating speech and language therapist who will reinforce 
information about self-management and its health benefits and what to expect during therapy. The stroke survivor 
with aphasia (and family member/friend as appropriate) will set a goal for participation jointly with the speech 
and language therapist. Depending upon the goal, the speech and language therapist will tailor activities 
from the toolkit (component 4) throughout the remainder of therapy sessions. SSWA will plan a weekly activity to be 
completed outside of session time. This will be reviewed at the beginning of each session to help with problem-
solving and motivation and to plan next week’s activity. At the end of therapy, the speech and language therapist 
will help the stroke survivor with aphasia (and family member/friend as appropriate) to reflect on their progress 
and devise a ‘self-management plan’ (written within their guide [component 1]). The plan includes information 
about the skills and strategies the person with aphasia has learnt during therapy and what they would like to con-
tinue to work on moving forwards

Who provided The intervention will be facilitated by qualified speech and language therapists in the community setting whose 
caseloads include SSWA. The training for speech and language therapists will be co-facilitated by the chief investiga-
tor (who has disciplinary expertise in psychology and self-management) and a qualified clinical neuropsycholo-
gist who is experienced in delivering clinical communication skills training. The clinical neuropsychologist is not a 
member of the research team or involved in any other research proccesses. The training will be provided over 1 
day at the community site. Supervision of staff delivering and supporting the intervention will be by usual NHS line 
management

How The intervention will be delivered face to face by speech and language therapists on an individual basis. Speech 
and language therapists will work with the person with aphasia and/or their family/friend to find ways to encourage 
and support self-management. This support will be graded, and the person with aphasia and/or their family/friend 
will be encourage to take the lead with planning and undertaking activities to support self-management gradually 
as the sessions progress

Where The intervention will be delivered in the community setting by community stroke teams and/or early supported 
discharge teams. Most frequently, therapy sessions will be held in the participant’s home. However, occasionally, 
therapy sessions may be held at an outpatient clinic
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data necessary to inform a future effectiveness cluster 

RCT.

Recruitment

We propose to identify and recruit SSWA and/or family 

members in two ways:

In the hospital setting All inpatients within partici-

pating acute services will be screened for eligibility by 

experienced and appropriately trained Clinical Research 

Network (CRN) practitioners or local research staff (e.g. 

research nurses). CRN practitioners/local research staff 

will work closely with clinical staff at the service (in par-

ticular, SLTs) to identify potential study participants who 

fulfil the eligibility criteria. Once permission to approach 

has been obtained from the clinical team, CRN practi-

tioners/local research staff will make the first contact 

with potentially eligible participants and seek informed 

consent.

From the caseloads of community stroke teams Potential 

participants will also be identified through screening the 

caseloads of community stroke teams. A SLT from the 

community stroke team will be responsible for screening 

based on the eligibility criteria. Potentially eligible par-

ticipants will be contacted by a SLT from the community 

stroke team by telephone or in person (depending upon 

the severity of the person’s aphasia). The SLT will briefly 

explain the study and ask the SSWA/family member if 

they will consider participating. If the potential partici-

pant shows an interest, verbal consent may be taken for 

their contact details to be passed to the research team 

to discuss their participation further. Or, if the potential 

participant prefers to receive further information by post, 

they can return a consent to contact form to the research 

team using a freepost envelope which will be provided. 

As it may be difficult for potential participants with apha-

sia to return a consent to contact form (e.g. due to dif-

ficulties with reading and writing, mobility difficulties or 

a lack of family member support), a SLT or administrator 

from the team may conduct one follow-up telephone call 

to participants who have received information by post to 

check the invitation has been received and see if the per-

son may be interested in participating. Following receipt 

of the consent to contact form, the chief investigator (CI) 

(first author F. W.) will contact potentially eligible partici-

pants and seek informed consent.

We will work with service managers at participat-

ing community sites to identify SLTs to participate in 

the implementation groups, observation of intervention 

delivery and semi-structured interviews.

Participant timeline

Table  2 outlines activities and assessments for SSWA 

and/or family members/friends.

Data collection methods

Feasibility objective 1 (To assess the feasibility of recruit-

ment methods and uptake) To assess the feasibility of 

participant recruitment, recruiting sites (local research 

staff) will also be asked to record anonymised screening 

data for all SSWA (e.g. age, gender, reasons for ineligibil-

ity) and those for whom consent/consultee declaration 

(assent) can be obtained.

Table 1 (continued)

Intervention name A supported self-management intervention for SSWA (the Living with Aphasia approach)

When and how much The intervention is designed to be integrated within usual speech and language therapy provision in the commu-
nity setting. It is anticipated that community services involved in the study will provide a similar number of sessions 
to the national average of seven sessions with a median session time of 47.5 min. The period of time over which 
the sessions will be delivered is anticipated to be between 6 and 12 weeks

Tailoring Personalised information will be provided by the speech and language therapist, prompted by use of the guides 
(components 1 and 2). Personalised individual goals and weekly activities (component 4) will be agreed to support 
the person with aphasia to self-manage. Factors which may influence the personalisation of goals and weekly activi-
ties include the severity of aphasia, availability of support from family or friends and the participant’s level of con-
fidence. The speech and language therapist will use their clinical expertise to tailor weekly activities and provide 
support accordingly

Modifications Modifications will be considered on an ongoing basis during the course of the feasibility study. Any modifica-
tion made will be logged in a table of change [39] which records the comments which prompted a change, what 
the proposed change is and what change was discussed agreed with the wider research team

How well Fidelity to the intervention will be monitored as part of the ongoing feasibility study based on Carroll et al.’s [40] 
framework. Carroll et al. define fidelity in terms of adherence (to planned intervention content, frequency/dura-
tion of sessions and whether the intervention reached intended participants) and moderating factors (participant 
responsiveness, quality of delivery, facilitation strategies). We will use multiple sources of data (including interview, 
observational, quantitative and questionnaire data) to evaluate fidelity
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Feasibility objective 2 (To assess the feasibility of interven-

tion implementation and delivery) A number of data 

collection methods will be used to assess the feasibility 

of intervention implementation and delivery. To meet 

objective 2a, we will collect data on the number of SLTs 

attending the training and the number of SLTs eligible to 

receive the training in the service. To meet objective 2e, 

cost and resource data use will be collected for each par-

ticipant (e.g. number of sessions, SLT travel and prepa-

ration time) by an SLT completed log, and we will also 

work with sites to collect service level data (e.g. type of 

service, staffing levels, average number of sessions for 

usual care) to inform out analysis of intervention costs. 

To meet objectives 2b, c and d, we will collect qualitative 

data using a number of methods:

Implementation groups (objectives 2b, 2d) We will 

establish an implementation group at each of the par-

ticipating services to support the implementation of the 

intervention and to understand acceptability, barriers 

and enablers to implementation. The groups will involve 

SLTs who have been trained to deliver the intervention, 

service managers/clinical leads and a member of the 

research team. The first implementation group will be 

scheduled approximately 2 weeks after the training. Sub-

sequent implementation groups will be held throughout 

the recruitment period, on a monthly basis, approxi-

mately. Frequency of meetings may differ between the 

services reflecting the local situation. The group will 

discuss, review and refine implementation strategies 

for the intervention [41]. Appropriate strategies will be 

developed with clinical teams to reflect individual ser-

vice contexts. Action plans and agreed timelines will be 

developed. Obstacles encountered in implementation 

and solutions developed will also be recorded. With the 

members’ consent, we will make a written and audio 

recording of the meetings and develop a pro-forma for 

capturing decision-making and action plans from each 

Table 2 Participant timeline

Activity/assessment Pre-study
Screening/consent 
(week -1)

Baseline (week 0) Intervention (weeks 
1–12)

Semi-structured 
interviews (end of 
intervention + 2 weeks)

Three-month 
follow-up (end of 
intervention + 3 months)

Enrolment

 Screening log X

 Eligibility screen X

 Informed consent X

 Demographic data X

Intervention

 Supported self-man-
agement intervention

X

Qualitative data collection

 Observation of inter-
vention delivery

X

 Semi-structured 
interviews

X

Outcome measures

 Stroke and Aphasia-
Quality-of-Life scale 
(SA-QOL-39)

X X

 Patient Health Ques-
tionnaire-8 (PHQ-8)

X X

 Communicative 
Outcomes after Stroke 
(COAST)

X X

 Carer COAST (family/
friends of SSWA only)

X X

 Caregiver Strain Index 
(family/friends of SSWA 
only)

X X

 Stroke Aphasic 
Depression Question-
naire (SADQ-21) (family/
friends of SSWA only)

X X
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meeting to aid our understanding of the implementation 

process. Audio recordings of the meetings will be used 

as part of qualitative data analysis (see the ‘Data analysis’ 

section for further details).

Semi-structured interviews (objectives 2b, 2c) All semi-

structured interviews will be undertaken by the CI (F. 

W.). Where possible, interviews will be conducted face 

to face; however, following COVID-19, we will also make 

contingency plans for interviewing participants remotely 

(by video call or telephone). Separate informed consent 

will be obtained for this aspect of the study. All inter-

views will be audio recorded.

Stroke survivors with aphasia A purposive sample of 

SSWA will be recruited to take part in a semi-structured 

interview. The interviews will aim to explore partici-

pant’s views of the intervention. We will aim to sample 

stroke survivors to represent different severities of apha-

sia (mild, moderate, severe) and living circumstances 

(alone/with others). The interviews will be scheduled 

2 weeks after participants have finished receiving the 

intervention.

 To support the participation of SSWA in the interview 

process, a number of strategies will be used. Supported 

conversation techniques [42–44] will be used to maxim-

ise communication, for example writing key words down, 

using pictures, simplifying language and/or using com-

munication boards. FW has experience of interviewing 

SSWA and has received ‘active communication’ training 

from the Stroke Association. The option to have a fam-

ily member or other communication partner present 

at interviews will be available to all SSWA who wish to 

participate.

Family members A purposive sample of family members 

will be recruited to take part in a semi-structured inter-

view. We will aim to sample family members to represent 

people caring for stroke survivors with different severi-

ties of aphasia (mild, moderate, severe) and different rela-

tionship types (e.g. spouses, friends, other caregivers). 

The interviews will be scheduled 2 weeks after the inter-

vention has finished. The interviews will aim to explore 

participant’s views of the intervention. SSWA and fam-

ily members/friends will be given the option to be inter-

viewed as a dyad or separately. If interviewed separately, 

the researcher will discuss if the interviews should be 

arranged on separate days or the same day. The researcher 

will follow participant’s wishes and arrange a joint or 

separate interviews accordingly. Where interviews are 

conducted together, the researcher will be mindful to 

ensure that the SSWA is supported to express their views 

throughout the interview [45, 46], e.g. by being clear at 

the beginning of the interview that some questions will 

be directed towards the SSWA and some for the family 

member and by clarifying throughout where views/expe-

riences are shared or where they are different.

Speech and language therapists All staff who have 

received training in the intervention will be invited to 

participate in a semi-structured interview. The inter-

views will aim to explore SLT’s views of the intervention 

(including acceptability, facilitators and barriers to imple-

mentation). The interviews will take place at a convenient 

location (usually the SLT’s place of work) once recruit-

ment for the study has ended.

Observation of intervention delivery (objective 2d) To 

gain insight into the fidelity of intervention delivery, we 

will test the feasibility of observing intervention delivery 

in two ways: (1) video recording and (2) researcher obser-

vation. Permission for video recording will be obtained 

during the consent process, and ongoing consent will 

be checked at the beginning of each session before 

recording begins. If during the early stages of the study 

it becomes apparent that it is unfeasible to video record 

therapy sessions, researcher observations of intervention 

delivery will be undertaken. Variation in approach may 

also depend upon COVID-19 restrictions. All researcher 

observations will be undertaken by the CI (F. W.) who 

will shadow SLTs as they carry out home visits or out-

patient clinic sessions with recruited participants. The 

timings and locations of community-based observations 

will be negotiated with relevant staff in the service. We 

will aim to observe one session per recruited participant 

and to sample a range of session types (i.e. at the begin-

ning, middle and end of the intervention). A qualitative 

observational framework will be used to record delivery 

of intervention components.

Feasibility objective 3 (To assess the feasibility of collecting 

outcome measures) We will assess the feasibility of col-

lecting a number of outcome measures. Measures will be 

collected at baseline and at 3 months. SSWA will be asked 

to complete the Stroke and Aphasia Quality-of-Life Scale 

(SA-QOL-39) [42], Patient Health Questionnaire (PHQ-

8) [43, 44] and Communication Outcomes after Stroke 

(COAST) [47] measures. Family members will be asked to 

complete the Carer COAST [48], the Modified Caregiver 

Strain Index [49] and the Stroke Aphasic Depression 

Questionnaire (SADQ-21) [50]. Where possible, baseline 

data and outcome measures will be collected face to face 

by a member of the research team. However, following 

COVID-19, we will also make contingency plans for col-

lecting outcome data remotely (e.g. by video call).
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In addition to outcome measures, at baseline we will 

also demographic data from participants. For SSWA, 

this will include age, gender, ethnicity, time since stroke, 

occupational status, living circumstances (alone/with 

others), disability level (Barthel index) [51], level of edu-

cation, and severity of aphasia (Frenchay Aphasia Screen-

ing Test [FAST]) [52]. Where possible, from the SSWA’s 

medical record, we will record the following: type of 

stroke, stroke severity, comorbidities and the modified 

Rankin Scale score. For family members, demographic 

data collection will include self-reported; age, gender, 

ethnicity, relationship to the SSWA, level of education 

and occupational status. We will also ask SSWA to com-

plete a brief therapeutic alliance measure (session rating 

scale [53]) after each therapy session. These will be col-

lected by SLTs and returned to the research team.

Other objectives (To test and refine the proposed theoretical 

logic model) No further data collection will be required 

to meet objective 4. The logic model for the intervention 

will be tested and refined by the triangulation and second-

ary analysis of qualitative data (semi-structured interviews, 

observations, implementation groups) outlined above.

Data management

All data will be stored securely and analysed at the 

Academic Unit for Ageing and Stroke Research (a 

department of the University of Leeds based at Brad-

ford Teaching Hospitals NHS Foundation Trust, UK). 

Analyses will primarily be undertaken by the CI (F. W.). 

Members of the wider research team will have access to 

the anonymised/pseudonymised data only. Data will be 

stored securely for 3 years after the study has ended and 

then destroyed.

Data analysis

Feasibility objective 1 (To assess the feasibility of recruitment 

methods and uptake)

To assess the feasibility of recruitment, data on the 

number of potential participants screened, number 

approached and number eligible and recruited will be 

summarised overall, by month and by site.

Feasibility objective 2 (To assess the feasibility of intervention 

implementation and delivery)

The feasibility of recruiting and training speech and 

language therapists to facilitate the intervention (objec-

tive 2a) will be assessed using training data (number of 

therapists trained compared to the number of therapists 

eligible for training within the service). To explore the 

cost and resource use associated with the intervention 

(objective 2e), we will compare the average cost of the 

sessions received and therapy time versus usual care 

within the service.

Qualitative data analysis will be used to assess study 

objectives 2b and c. Qualitative data (semi-structured 

interviews, observations, implementation groups) will 

be used to explore the acceptability of the intervention 

and barriers and facilitators to implementation. Sepa-

rate analyses will be conducted for data collected from 

SSWA/family members/friends and data collected from 

SLTs. Written transcripts of audio recordings from semi-

structured interviews and implementation groups will be 

checked for accuracy prior to analysis. Data will be ana-

lysed using framework analysis [54]. Framework analysis 

is a systematic and comprehensive approach to qualita-

tive data analysis which is based upon the use of a cod-

ing framework developed specifically for the data being 

analysed. To create the initial coding framework, Ritchie 

et  al. [54] not only encourage familiarisation with the 

data itself (i.e. transcripts, field notes) but also draw upon 

the existing literature (e.g. previous research or theoreti-

cal frameworks). We will draw upon Sekhon et al.’s [55] 

framework to explore acceptability within all interviews, 

and to explore barriers and facilitators to implementa-

tion for SLTs, we will draw upon the Consolidated frame-

work for Implementation Research [56] (a framework 

for assessing contextual barriers or facilitators to imple-

mentation) and normalisation process theory [57] (a 

framework for exploring factors which affect the routine 

implementation of interventions into practice). Concepts 

from these frameworks may be used directly in the cod-

ing framework or may inform the generation of bespoke 

codes (as appropriate to the data collected).

Fidelity to the planned intervention (objective 2d) will 

be assessed using a number of sources of data. We will 

draw upon Carroll et  al.’s [40] framework which defines 

fidelity in terms of adherence (to planned intervention 

content, frequency/duration of sessions and whether 

the intervention reached intended participants) and 

moderating factors (participant responsiveness, qual-

ity of delivery, facilitation strategies). To evaluate adher-

ence to planned intervention content, we will analyse 

observational data (video recordings and/or researcher 

observations). We will develop a proforma to evaluate 

the presence or absence of expected intervention con-

tent (based upon the intervention manual). Quantitative 

data (cost and resource data/anonymised screening data) 

will be used to evaluate frequency/duration of sessions 

and whether the intervention reached intended partici-

pants. We will also consider moderating factors in our 

analysis of fidelity. To explore the quality of delivery, we 

will develop a proforma (based upon similar checklists 

[58]) to evaluate the presence or absence of a therapeutic 
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alliance in therapy sessions using observational data 

(video recordings and/or researcher observations), and 

we will also summarise questionnaire data from the ses-

sion rating scales completed by SSWA. To explore par-

ticipant responsiveness and facilitation strategies, we will 

produce a narrative summary by drawing upon the quali-

tative analysis of interview data and data from implemen-

tation groups. A summary of questionnaire data collected 

at the end of training (to assess SLTs understanding of the 

intervention) will also be used in the narrative summary 

of facilitation strategies.

Feasibility objective 3 (To assess the feasibility of collecting 

outcome measures)

The feasibility of collecting outcome measures will be 

assessed by summarising the number of outcome assess-

ments completed, completion rates of questionnaires 

within the assessments and missing data (at the par-

ticipant and item level) at baseline and 3-month follow-

up. As this is a feasibility study, the analysis of outcome 

measures will not involve hypothesis testing and will be 

descriptive in nature. Descriptive statistics (e.g. mean, 

standard deviation [SD], range) will be used to summa-

rise total scores for the outcome measures at baseline and 

follow-up.

Other objectives (To test and refine the proposed theoretical 

logic model)

The logic model for the intervention (objective 4) will 

be tested and refined by the triangulation and second-

ary analysis of qualitative data (semi-structured inter-

views, observations, implementation groups). We will 

use the meta-matrix method [59–61] to explore the 

extent to which themes developed from the initial anal-

ysis of interviews, observations and implementation 

groups are related to the theoretical constructs in the 

logic model. The logic model details the planned:

• Inputs (intervention components)

• Activities (behaviour change techniques targeted by 

each intervention component)

• Outputs (theoretical constructs targeted defined by 

the theoretical domains framework)

• Short-term effects (increased communicative con-

fidence, social participation, participation in mean-

ingful activity and reduced symptoms of low mood 

for SSWA)

• Long-term effects (improved quality of life, 

increased perceived communicative effectiveness 

in everyday situations and lower rates of depression 

for SSWA and reduced caregiver strain for family/

friends).

Themes from interviews, observations and implemen-

tation groups will form the ‘rows’ of the matrix, and 

theoretical constructs will form the ‘columns’. Relevant 

supporting data will be used to populate the matrix and 

allow for the logic model to be refined. Findings from the 

analysis will also be used to generate hypotheses which 

can be tested quantitatively in a definitive RCT.

Criteria for continuation to a definitive RCT 

Progression criteria for continuation to a definitive RCT 

(with internal pilot phase) are based on our feasibil-

ity objectives and include criteria relating to participant 

recruitment, staff training, participant retention, inter-

vention implementation and outcome data completeness. 

The criteria are detailed in Table 3

The criteria are based on the traffic light red (do not 

proceed unless changes are possible), amber (proceed 

with changes) and green (proceed with RCT with inter-

nal pilot phase) system. The criteria were developed in 

collaboration with our project management and patient 

and public involvement (PPI) group. A joint display 

Table [62] will be created to summarise key findings from 

each element of data collection according to these cri-

teria. This will enable the research team to consider the 

evidence for each domain, explore areas of agreement or 

dissonance in the data collected and integrate the find-

ings of the study to consider overall feasibility. The pro-

gression criteria will be treated as guidelines rather than 

rules [63], and we will consult with our project manage-

ment and PPI group, considering the criteria as a whole, 

before deciding whether the intervention should con-

tinue to RCT testing.

Data monitoring

Harms

In the stroke survivor population, acute illness result-

ing in hospitalisation, new medical problems and dete-

rioration of existing medical problems are expected. In 

recognition of this, events fulfilling the definition of an 

adverse event or serious adverse event will not be report-

able in this study with two exceptions. The first exception 

is death, or, falls or fractures resulting in hospitalization. 

As these events are expected within the study popula-

tion, they will not be subject to expedited reporting to 

the main research ethics committee (REC) but will be 

reported annually to the REC (in routine annual progress 

reports) and reviewed by the project management group. 

The second exception is if the event fulfils the defini-

tion of a related and unexpected serious adverse event 

(RUSAE). All RUSAEs will be reviewed by the CI and 

reported to the study sponsor (within one working day 
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of the CI becoming aware of the event) and to the REC 

(within 15 days of the CI becoming aware of the event).

Study organisational structure

As defined by the NHS Research Governance Frame-

work, the CI (F. W.) is responsible for the design, man-

agement and reporting of the study. The University of 

Leeds will act as sponsor for the research, and they will 

delegate responsibilities to the CI and NHS organisa-

tions. The sponsors representative can be contacted by 

emailing governance-ethics@leeds.ac.uk. FW will over-

see day-to-day operational conduct of the study. Supervi-

sion will be provided on a monthly basis (or as necessary) 

by co-authors A. F. and M. C. A separate data monitoring 

committee is not required for a feasibility study of this 

type (of short duration, where the intervention is of low 

risk of causing physical or psychological harm to partici-

pants and where outcome data is not being used to assess 

the effectiveness of the intervention). General oversight, 

including management of risk, will be by the project 

management group (PMG) which includes co-applicants 

and expert academics. The PMG will meet at the begin-

ning of the study and every 2 to 3 months thereafter.

Ethics and dissemination

Research ethics approval

Approval for this protocol was granted by the East of 

England-Essex Research Ethics Committee (Ref.: 21/

EE/0115) on 10th June 2021. The protocol reported in 

this paper is version 2.0 (dated: 24 May 2021). Amend-

ments to the protocol will be approved by the REC and 

communicated as necessary to participating organisa-

tions and participants.

Consent/assent

Table 4 shows a summary of the level of consent which 

will be sought for each element of data collection.

Additional consent procedures will be used with 

SSWA to establish capacity to consent and ensure that 

consent is voluntary and fully informed. CRN staff/local 

research staff will be trained in the Mental Capacity Act 

(MCA) and safeguarding vulnerable adults and will have 

experience of obtaining informed consent with SSWA. 

To support discussions about participation in the study, 

a consent support tool [64] will be used to identify each 

individual’s language skills and areas of impairment to 

support their decision-making. Participant information 

Table 3 Progression criteria for continuation to a definitive RCT 

a Nonserious issues may include those which can be rectified before a definitive RCT such as reformatting of written materials, addition of further detail to the SLT 

training and addition of strategies to support implementation

b Serious issues may include those which cannot be rectified before a definitive RCT such as the intervention being overly burdensome to participants or flaws with 

the intervention which make it unlikely it would be implemented by SLTs or clinical services

Criteria Green (proceed with RCT with 
internal pilot phase)

Amber (proceed with changes) Red (do not proceed unless 
changes are possible)

1. Feasibility of participant 
recruitment
Can stroke survivors with aphasia 
be recruited?

≥ 80% of target (n = 30) recruited ≥ 70–79% of target (n = 30) 
recruited

< 69% of target (n = 30) recruited

2. Feasibility of staff training
Can SLTs at participating sites be 
trained in the intervention?

> 80% of eligible staff receive 
training

≤ 79–70% of eligible SLT staff 
receive training

< 70% of eligible SLT staff receive 
training

3. Feasibility of participant reten-
tion
Can outcome assessments be 
completed at 3 months?

≥ 75% of outcome assessments are 
completed

< 75 but ≥ 60% of outcome assess-
ments are completed

< 60% of outcome assessments are 
completed

4. Intervention implementation
Are key components of the inter-
vention delivered to participants?

An average of three out of four 
key components are delivered 
to participants

An average of two out of four key 
components are delivered to par-
ticipants

An average of one or less of the four 
key components are delivered 
to participants

5. Intervention implementation
Is the intervention acceptable 
to to participants (stroke survivors 
with aphasia and their family 
members)?

Intervention is identified to be 
highly acceptable by qualitative 
data with few issues identified

Intervention is identified to be 
acceptable by qualitative data 
with some  nonseriousa issues 
identified

Intervention is identified to be of low 
acceptability with  seriousb issues 
identified

6. Intervention implementation
Is the intervention acceptable 
to facilitators (SLTs)?

Intervention is identified to be 
highly acceptable by qualitative 
data with few issues identified

Intervention is identified to be 
acceptable by qualitative data 
with some  nonseriousa issues 
identified

Intervention is identified to be of low 
acceptability with serious  issuesb 
identified

7. Data completeness
Are all items within outcome meas-
ures completed?

≥ 75% of items are completed < 75 but ≥ 60% of items are com-
pleted

< 60% of items are completed



Page 12 of 15Wray et al. Pilot and Feasibility Studies           (2025) 11:11 

sheets and consent forms have been formatted in dif-

ferent styles according to the recommendations of the 

consent support tool and using templates created with 

the National Institute for Health Research (NIHR) to 

support the inclusion of people with aphasia in research 

[65]. Examples of accessible information sheets and 

consent forms are provided in Additional files 2 and 3. 

In addition to using the consent support tool, the CRN 

staff/local research staff/FW will engage the potential 

participant in discussion to assess their ability to retain 

information and capacity to consent to the study (ask 

the individual to briefly explain the study back to them 

or ask forced-choice questions to assess understand-

ing). Where appropriate, the CRN staff/local research 

staff/research fellow will also engage with treating SLTs 

or family members/friends in discussions to determine 

whether they are likely to be able to participate in the 

study. The CRN staff/local research staff/research fel-

low will remain responsible for determining whether the 

stroke survivor can give informed consent to participate 

in the study.

All SSWA will be assumed to have capacity to con-

sent unless it is established that they lack capacity to 

consent. Potential participants that lack capacity will 

only be approached if a ‘supporting carer’ can be identi-

fied to support the delivery of the study intervention. In 

such cases, the ‘supporting carer’ or someone who knows 

the person’s wishes will be asked to act as consultee and 

provide consultee declaration (assent) for observations 

of intervention delivery. Potential participants and con-

sultees will have as long as is needed after receipt of the 

information to make their decision.

Withdrawal

Those approached to participate in this study will have 

the right to refuse consent/to provide consultee declara-

tion (assent) without having to provide a reason. Those 

who consent/provide consultee declaration (assent) will 

be free to withdraw at any time without having to provide 

a reason. If participants of the proposed study withdraw 

consent from further participation, their data collected 

up to that point will be included in the final study analy-

sis. This will be made clear to the participants at the time 

of consent and when they withdraw from the study.

Potentially sensitive information

Discussions within semi-structured interviews are 

unlikely to cover topics that SSWA, family members or 

SLTs will find distressing. Nonetheless, this is a possi-

bility as stroke survivors’ and family members’ personal 

experiences of stroke and life after stroke are likely to be 

recounted. Participants will be made aware of this prior 

to consenting to take part. During the interviews, it will 

be made clear that participants may pause, take a break 

and/or leave the session at any time. The CI will advise on 

where SSWA and/or family members may seek further 

assistance where required, e.g. patient advice and liai-

son services or the Stroke Association. For SLTs, referral 

to line managers or staff support resources in their own 

organisations will be considered.

Confidentiality

Identifiable participant data will be securely stored, sep-

arate from non-identifiable data at the Academic Unit 

for Ageing and Stroke Research in Bradford, England. 

Table 4 Summary of level of consent

Informed consent Consultee declaration (assent)

Implementation groups

 Speech and language therapists X

Quantitative data collection

 SSWA X

 Family member/friend X

 Speech and language therapists X

Observations of intervention delivery

 SSWA X X

 Family member/friend X

 Speech and language therapists X

Semi-structured interviews

 SSWA X

 Family member/friend X

 Speech and language therapists X
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Researcher field notes and audio recordings will be tran-

scribed, and any identifiable participant information will 

be removed. Direct quotations from participants may be 

published in research reports and academic journal arti-

cles; however, pseudonyms will be used with direct quo-

tations and identifiable information such as name, sites 

where the study was conducted, and addresses, and dates 

of birth will be removed and not be published. Transcrip-

tion will be completed by a professional transcribing 

company, with audio files and transcripts exchanged via a 

secure transfer system.

Dissemination policy

Outputs from this study will be published in peer-

reviewed journals and will also be disseminated at stroke 

conferences. A lay summary of the results will be placed 

on the Academic Unit for Ageing and Stroke Research 

website to facilitate dissemination to the public, pro-

fessionals and participants. Participants can obtain 

publications by contacting the CI, as noted in the par-

ticipant information sheets. Participants will be able to 

sent an accessible study summary at the end of the pro-

ject. Results will also be disseminated to the Consumer 

Research Advisory Group (CRAG) hosted by the Aca-

demic Unit for Ageing and Stroke Research (consisting of 

stroke survivors and their family members) and at con-

sumer conferences wherever possible.

Patient and public involvement

The CRAG hosted by the Academic Unit for Ageing 

and Stroke Research has consistently highlighted the 

need for better long-term support to manage life after 

stroke. These discussions directly informed the idea for 

this study. A patient and public involvement (PPI) group 

consisting of SSWA and their family members helped to 

develop the fellowship application which provided the 

funding for this study. SSWA and their family members 

have also played a fundamental role in the design of the 

intervention through previous co-production work [24]. 

A group of SSWA and their family members will continue 

to advise throughout the research process. For example; 

reviewing participant information sheets, ethics applica-

tions, information sheets, etc. and inputting in to deci-

sions to refine or change the provisional intervention. We 

will invite a representative(s) from the group to attend 

PMG meetings. We will work together with the PMG 

and the group of SSWA/family members to ensure that 

the results of the study are conveyed to stroke survivors 

and their family members in an accessible and meaning-

ful way.

Discussion
Further research is needed to evaluate the effectiveness 

of self-management approaches as part of longer-term 

care for SSWA. To address this, we have developed a 

supported self-management intervention specifically for 

this population which aims to enable SSWA and their 

families to develop strategies and confidence to manage 

life after stroke. This study has been designed to answer 

critical questions about the feasibility of data collec-

tion processes and to understand how best to optimise 

the implementation and delivery of the intervention. 

We have taken a mixed-methods approach to enable 

us to meet our objectives in understanding ‘can this 

work’ before proceeding to understand ‘does this work’ 

in a future definitive evaluation [62, 66]. This work will 

inform the procedures for a future cluster RCT which 

will ultimately inform the design of longer-term sup-

port for SSWA. This study opened to recruitment in 

May 2023. We anticipate that data collection will cease 

in August 2024. Results will be submitted for publication 

from November 2024.
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