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Abstract

Background and aim: Following a stroke, around a quarter of people will have aphasia, a language
disability. Aphasia can have a devastating long-term impact on a person’s psychological wellbeing,
yet their language difficulties make it challenging to access mental health care. The Wellbeing In
Stroke and Aphasia (WISA) study aims to evaluate the feasibility of setting up an accessible

psychological service for people with aphasia.

Methods: The service will be open to people with post-stroke aphasia (n=30) who live in the UK, are
able to access the service either in the university clinic or via telehealth and are not currently
receiving therapy from a mental health professional. Participants will be offered up to 8 therapy
sessions over 6 months, either one-to-one, with family, or in a group. The intervention is Solution
Focused Brief Therapy (SFBT), a brief psychological therapy, delivered by speech and language
therapists with training in SFBT under the supervision of a stroke-specialist clinical psychologist. As
part of this service, a protocol for addressing mental health care has been developed. Feasibility will
be assessed by monitoring referral rates, therapy received, discharge processes, resource capability,
costs, challenges, and adverse events. Patient-reported outcome measures collected pre and post
intervention will assess mental wellbeing, mood, participation, and satisfaction with therapy and the

service. A purposive sample will take part in in-depth interviews following therapy.

Discussion: Given the high levels of psychological distress in this client group, there is a need to

investigate innovative ways to provide accessible and acceptable psychological support.
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Introduction

Around 25% of people who have a stroke will have aphasia, a communication disability that affects
speaking, understanding, reading and writing [1]. It can have a devastating impact on a person’s
identity and rates of depression are high, estimated to be between 43% to 70% [2]. Anxiety is also
common with prevalence rates up to 44% [3]. People with aphasia are also at increased risk of having

reduced social networks [4] and losing contact with friends [5].

In terms of the priorities of people with aphasia, research suggests they want therapy to address
communication and also emotional wellbeing and increased life participation [6]. Yet in a UK survey
of 1,774 people after a stroke, only 20% felt they were given information, advice, and support in
coping with the emotional aspects of the stroke [7]. Further, family members describe overwhelming
shock, distress, and anxiety, yet are often not included in the rehabilitation process, nor have their
own needs recognised by healthcare professionals [8, 9]. The James Lind Alliance in partnership with
the UK Stroke Association recently conducted a Stroke Priority Setting Partnership exercise,
consulting over 1,400 people affected by stroke as well as healthcare professionals to establish
priority areas for research and improvement within the stroke care pathway [10]. For rehabilitation
and longer-term care, the number one priority identified was the psychological problems caused by

stroke and how to address these.

People with post-stroke aphasia have higher rates of depression than those who do not have aphasia
post stroke [11], yet often do not receive an equitable service. Healthcare professionals are
concerned that services designed to support psychological wellbeing post stroke are not serving this
client group well [12-14]. As mental health services rely on language, they are often perceived as
inaccessible for people with aphasia, particularly severe aphasia [13]. Mental health professionals
report finding it challenging to adapt psychological therapies for this client group [15]. Conversely,
surveys of speech and language therapists (SLTs) carried out in the UK [12], Australia [16], South
Africa [17], USA [18], New Zealand [19] and Ireland [20] have all found that SLTs, while able to
facilitate successful conversations, often feel ill-equipped and lack confidence to address the
emotional impact of the stroke; they perceive multiple barriers including a lack of training,

supervision, management support, and time.

One way to support psychological recovery post stroke is collaborative working between mental
health professionals and SLTs. The stepped or matched model of psychological care is recommended
in UK stroke guidelines [21]. In this model, an individual is triaged into one of three levels depending
on the severity of symptoms: Level 1, ‘sub-threshold’ or low level mood problems, commonly

experienced post stroke; Level 2, mild to moderate symptoms of impaired mood that interfere with
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rehabilitation; Level 3, severe and persistent mood disorders. A person is then ‘matched’ with
appropriate level of care and support. Within this model low level mood problems (Level 1) are
within the remit of stroke-specialist healthcare professionals, such as allied health professionals and
nurses, with suggested interventions including active listening and provision of information and
advice. For mild-moderate mood problems (Levels 1 and 2), it may be appropriate for stroke-
specialist healthcare professionals to provide brief psychological interventions provided they have
training in this area and receive supervision, for example, receive regular support from a stroke-
specialist clinical psychologist. For people with severe and persistent mood disorders (Level 3), it is
recommended they receive intervention from a clinical psychologist and/or psychiatrist. SLTs
potentially still have a role at Level 3 working with mental health professionals to facilitate successful

conversations.

There is some evidence that psychological therapies can be successfully adapted for people with
aphasia [22]. For example, there is evidence that behavioural activation therapy is effective in
improving mood for people with aphasia [23], preliminary evidence that peer befriending can
prevent mood problems [24], and ongoing research exploring diverse approaches including
relaxation therapy and problem solving therapy (PRISM study, trial Id:ACTRN12620000209998). In
terms of interventions that might be delivered by SLTs, there is evidence that it is feasible for SLTs to
be trained and competent to deliver Solution Focused Brief Therapy (SFBT) [25]. SFBT is a brief
psychological therapy that explores people’s resources and expertise and helps them to build on
these to make positive changes in their everyday life [26]. The strongest evidence for the
effectiveness of SFBT is with adults with depression [27]. A meta-analysis of SFBT in medical settings
found a significant effect of SFBT (d = 0.34, p < .05) for health-related psychosocial outcomes [28].
Within stroke research, a trial reporting on 62 working-age people with mild-moderate first stroke
found it effective in improving mood and lowering anxiety [29]. SFBT with people with aphasia was
recently explored in the Solution Focused brief therapy In post-stroke Aphasia (SOFIA) feasibility trial.
The SOFIA study found that it was feasible to adapt the approach for people with aphasia, including
people with severe aphasia, and that they valued being able to explore their experiences,
achievements, and hopes for the future [30]. The Wellbeing in Stroke and Aphasia (WISA) study
builds on this work, exploring the practicalities and feasibility of setting up an innovative service
offering SFBT as an accessible psychological therapy for people with aphasia, involving family

members within therapy sessions as appropriate.
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Aims

There are two main aims for the study: [1] Assess the feasibility of setting up and evaluating a service
delivering an aphasia-accessible version of SFBT delivered by SLTs; [2] Explore how people with
aphasia and their families experience the service, including their perceptions around acceptability
and appropriateness of the service in meeting their needs. The overarching aim is that this study
prepares the groundwork for establishing a long-term high quality, person-centred, and evidence-

informed service that meets the needs of this population.

Methods

Design

WISA is a pre-post study with nested qualitative research: there is no control arm nor randomisation,
and all participants are offered SFBT. Figure 1 illustrates the flow of participants through the study.
Participants will complete both baseline (Time 1) and post therapy assessments (Time 2, six months
after Time 1); a purposive sample of people with aphasia and significant others will also take part in
in-depth interviews (Time 2). The study is funded for 24 months from August 2023, and will be open
to referrals for 12 months from December 2023. Participants will be in the study for approximately

six months from baseline assessment.
## insert Figure 1 about here#

The Template for Intervention Description and Replication (TIDieR) informed the description of the
intervention [31] (see supplementary material). The Standard Protocol Items: Recommendations for
Interventional Trials (SPIRIT) 2013 statement [32] guided the writing of the study protocol, although
as the study is evaluating the feasibility of setting up a novel service, not all items were applicable.
Finally, many items from Standards for Quality Improvement Reporting Excellence (SQUIRE 2.0) [33]

were relevant and influenced the protocol.

Approvals

Ethical approval to conduct the study was granted by City, University of London, Senate Research
Ethics Committee (ETH2223-1265). The research is being carried out following the guidelines of the
ethics committee. The trial sponsor is City, University of London, and the study is funded by Sir Halley

Stewart Trust (Grant 4175).
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Participants: inclusion and exclusion criteria
Eligibility criteria comprise having aphasia, according to self-report and/or based on an SLT’s
assessment, aged 18 years old or above, based in the UK, and able to access therapy sessions and

complete assessments remotely via telehealth or in person at the university clinic.
inclusion criteria regarding participants ability to complete assessments via teletherapy.

Participants are eligible at any stage post stroke, and with any severity of aphasia, so long as they
have capacity to consent (as assessed by the research team). They will also not be excluded based on
their baseline score on the outcome measure assessing psychological distress, the General Health
Questionnaire-12 (GHQ-12) [34]. If they are taking anti-depressants or receiving rehabilitation

therapy, this will be recorded but will not be a reason for exclusion.

Each person with aphasia will be asked if they would like to nominate a significant other to take part
in the study: someone they see/ keep in contact with at least once a week, who is aged 18 years old
or above, is based in the UK, and is able to access sessions either via telehealth or in clinic. People

with aphasia can decide to take part in the study without nominating a significant other. Conversely,

significant others can consent into the study without needing to attend therapy sessions.

People with aphasia will not be eligible for the service if they have not had a stroke or are currently
receiving psychological or psychiatric intervention. Other exclusion criteria for both the person with
aphasia and significant other are: lack capacity to give informed consent, diagnosis of dementia,
severe co-morbidity or frailty (e.g., terminal cancer), non-fluent English speaker prior to the stroke
(based on self/family report), severe uncorrected hearing or visual difficulties that could impact on

their ability to engage in the therapy and assessments.

Setting
The intervention, assessment sessions and in-depth interviews will be conducted either via
telehealth or in the university clinic. On a case-by-case basis participants may also be offered a one-

off home visit to support them to set up online access if they live in London.

Recruitment and consent processes

Potential participants will learn about the service through a variety of potential routes including local
and national stroke and aphasia charities, the university clinic, advertising the service through
professional networks such as the British Aphasiology Society and local services, and through social
media. The service will accept self-referrals and referrals from health and social care professionals, as
well as from a family member or others who know the individual well, for example, volunteer

coordinators.
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Informed consent will be obtained from all participants. To ensure that each participant fully
understands the study, participant information sheets and consent forms have been developed
following standard aphasia-friendly principles, such as using short simple sentences, large font and
white space, emboldening key words, and supporting key ideas with images. Potential participants
will meet with a member of the research team to discuss the study prior to giving informed consent.
They will be reassured that participating in the study is entirely voluntary, and that they can
withdraw from the study at any time. During this initial session, an assessment will be made of their
capacity to give fully informed consent. We will check that they can remember what the study is
about and can understand the information. Where their capacity is uncertain, we will also ask three
simple yes/no or forced alternative questions, to confirm they have understood key aspects of the
study. This approach has been used in other aphasia studies [35, 36]. Where a person with aphasia
elects to nominate a significant other, the significant other will receive a separate participant

information sheet and consent form, as well as time to discuss the study.

Sample size and purposive sampling strategy

We will recruit 30 participants with aphasia and up to 30 significant others. We anticipate that this
sample is adequate to inform uncertainties prior to setting up a longer-term service, allowing us to
gather sufficient information on, for example, service data (e.g. referral routes), and therapy
intervention data (e.g. number of sessions, how these are spaced); as well as record costs,
challenges, and ideas for refining and improving the service. This size is commensurate with what is

recommended for a feasibility trial, where similar feasibility questions are addressed [37].

We will purposively sample 10 participants with aphasia and five significant others to take part in in-
depth interviews following the end of therapy. For interviews with participants with aphasia primary
sampling criteria will be: severity of aphasia; mode of receiving therapy; baseline mood scores on the
GHQ-12. Primary sampling criteria for significant others will be: relationship to person with aphasia;
whether attended therapy. Secondary sampling criteria for both groups will be: age; gender;

ethnicity. Purposive sampling will help to capture a diversity of views [38].

Intervention

The therapy is SFBT as trialled in the SOFIA study [25]; see supplementary material for full TIDieR
checklist [31]. SFBT is a talk-based psychological intervention which previous research has shown can
be adapted with communication supports for those with aphasia [25]. The therapy is highly
individualised: it is led by what the participant believes will be a useful outcome, and within any
specific session, therapist utterances follow from what the participant says. Nonetheless, it is

anticipated that there will be consistency across all sessions in terms of the underlying assumptions.
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These include: the participant is expert in their own lives; that all participants have resources,
talents, competencies and strengths, and the therapist’s role is to enable the participant to notice
them; that a ‘solution’ may be brought about by small steps, hence a focus on noticing the everyday
details of a person’s life; and that the therapist will hear and validate the participant’s account
sufficiently to create a context where change can occur. The therapy will be offered by two aphasia-
specialist SLTs who have received training in SFBT, as well as monthly clinical supervision and real
time support as needed from a stroke-specialist clinical psychologist. The service will also facilitate
regular therapist peer support and debriefing. Both therapists will be given the therapy manual
created for the SOFIA study [36], and a practical guidebook to using the approach in healthcare

settings including with people who have aphasia [26].

Participants will be able to elect whether to receive the therapy face-to-face in the university clinic or
online (or a combination); individually or in a small group setting (where there is sufficient interest
from other participants); and whether to include family members or friends within some or all the
therapy sessions. The service is free to participants. Each session will be between 45-60 minutes
long. Although SFBT is typically brief (3-5 sessions [39]) people with aphasia are likely to need
additional sessions, as less material can be covered in each session due to their language disability
[40]. The approach trusts that the client is the expert in determining how many sessions will be
useful to them [26]. As such, the scheduling and number of sessions will be led by the participant,
with an upper limit of eight sessions over six months to manage the demands on the service. There is
no minimum number of sessions required to show adherence, as there is some evidence that SFBT
can be effective as a single session intervention [41]. Where a participant elects to receive therapy in
a group format, they will be offered a single one-to-one session, followed by seven group sessions,

providing there is sufficient interest from other participants and resource capability.

Escalation of mental health care

The therapy within the WISA study is being delivered by SLTs not mental health professionals. Within
the stepped care model of psychological care, the WISA service is providing a Level 1 or 2
intervention intended for people with mild to moderate mood problems [21]. There will be times
when it is more appropriate for participants to receive more specialist or longer-term mental health
care, for example, when they are at risk of self-harm, or have not responded to the WISA
intervention. A detailed WISA protocol for triaging and escalating mental health care has been
developed: it is anticipated this will be further refined during the study. The process of assessing risk,
collaboratively developing safety plans, and escalating care may occur in any session within WISA and

is considered an ongoing process rather than a one-off event.
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Figure 2 illustrates the initial WISA triage process to identify psychologically vulnerable participants
based on the screening tool trialled by Simm [42] on a stroke ward. The initial question has been
shown to have good sensitivity and specificity as a screening tool in stroke [43]; follow up questions
were informed by the work of Ellis, Ashmore [44] to support radiographers in identifying distress in
oncology settings. The tool has been adjusted to use simpler language, and the WISA therapists will
reframe or use total communication to enable comprehension of key concepts. This screening
process will be used when a participant scores >3/12 on the GHQ-12 indicating psychological distress
(either Time 1 or 2 assessment point); or when research staff have concerns (any stage in the study).
Where this triage process demonstrates evidence of low mood/ hopelessness, the therapist will
continue to the WISA risk assessment protocol which comprises four stages: [1] assess plans for self-
harm; [2] assess history of self-harm; [3] have a RISK conversation exploring protective factors; [4]
agree on a management plan, including whether to support someone to access Level 3 specialist
mental health care. The RISK conversation (Resources; Increments; Sharing; Knowledge) [45] is a
framework for exploring protective factors and increasing collaboration between healthcare
professionals and participants when creating a safety plan. In all cases where there are concerns

around a participant’s mental health, this will be discussed with the clinical psychologist supervisor.
## insert Figure 2 about here ##

Where a participant has been referred for more specialist mental health input, either directly or via
their GP, the WISA therapist may have an extended role of supporting the mental health professional
and person with aphasia to communicate successfully, and may continue to see the participant to
support them through this process. Once the participant has established a therapeutic relationship
with the mental health professional it is anticipated that they will discontinue WISA therapy. Unless
there is a clinical reason not to, all participants will be invited to complete Time 2 assessments, even

where they have been referred to more specialist provision.

Outcomes

Feasibility and acceptability

To evaluate the feasibility of setting up the service we will monitor referral routes; information
around the therapy (preferences for one-to-one versus group therapy, online versus in person;
number of sessions and how these are spaced; discharge details including whether there was
onward referral); costs of providing the service; rates of follow up and withdrawal; challenges and

adverse events.

The feasibility of delivering the treatment as intended will also be assessed. To monitor and enhance

treatment fidelity, therapists will complete a self-rating fidelity checklist after each session. This is a

Wellbeing in Stroke and Aphasia protocol Page 9 of 25



modified version of the checklist developed for the SOFIA study [36]. It lists the core assumptions
expected to be present in all therapy sessions, as well as core and optional observable behaviours. It
is intended that the reflective process of completing the checklist, along with regular clinical

supervision, will enhance the likelihood that the intervention is being delivered as intended.

To evaluate acceptability, all participants and their nominated significant others will be supported to
complete an aphasia-accessible version of the NHS Friends and Family Test (NHS FFT), a tool for
evaluating patient experience and informing service improvement [46]. We will also assess
participants’ satisfaction with therapy and therapeutic relationship using the Session Rating Scale
(SRS) [47]. In addition, the in-depth interviews with people with aphasia (n=10) and significant others
(n=5) will explore: their experiences of the therapy and the service including acceptability, and the
extent to which the service is perceived as relevant and a good fit for their needs; the impact of
receiving the service, if any; what psychological support they value post stroke; and suggestions for

improving the service.

Feasibility and acceptability data will provide insight into how the service can best be configured
should it be continued in the future. Progression criteria based on feasibility and acceptability

outcomes are outlined below.

Profiling measure
In order to profile participants’ aphasia, the Frenchay Aphasia Screening Test (FAST) [48] will be

conducted (baseline only).

Clinical outcomes

The rationale for collecting clinical outcome data is to assess the acceptability and appropriateness of
the outcome measures (based on missing data and interview data) for evaluating the service, rather
than to test a hypothesis of effectiveness, as well as to see how participant scores change over time.
The following outcome measures will be collected: Warwick Edinburgh Mental Well-being Scale
(WEMWBS) 14 item version, measuring mental well-being [49]; General Health Questionnaire-12
(GHQ-12) measuring psychological distress [34]; Communicative Participation Item Bank (CPIB)
measuring communicative participation [50]. The chosen measures have either been developed
specifically for adults with an acquired communication disability (CPIB) or have been previously used
with people with aphasia with good evidence of accessibility and acceptability (GHQ-12, WEMWBS).

All chosen measures have sound psychometric properties.

In addition, we will measure the extent to which participants achieve individual goals: participants

will be supported to identify their initial goals, or ‘best hopes’, from therapy near the start of their
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therapy. Participants will rate themselves on a scale 0-10, where 10 indicates best hopes fully
realised, 0 indicates the opposite, following the methodology used in a study of stammering and
SFBT [51]. In the final therapy session, we will repeat the same scale to monitor progress on personal
goals. Finally, a single-item anchor question assessing participant perspective on clinical relevance

will be asked at Time 2 assessment [52].

Procedure for collecting outcome measures and conducting interviews

Outcome measures will be collected in face-to-face interviews, either in person or online, by
research staff who are aphasia-specialist SLTs with experience of research processes. The
presentation of measures will be modified to make them aphasia-accessible: participants will be able
to read items as well as hear them; few items will be presented per page and key words will be
emboldened; a practice item will be inserted at the start of questionnaires to familiarise participants
with response options. The content, however, will not be changed to avoid affecting the measures’

psychometric properties.

At Time 2, research staff will be blinded to baseline assessment scores; however, as there is no
control group they will be aware that the participant has been offered therapy. Time 2 assessments
and in-depth interviews will not be completed by the treating therapist. However, goal attainment

rating scales will be measured at the start and end of the therapy process.

Analyses

Quantitative analysis.

We will provide a diagram displaying the flow of participants through the study. In line with
CONSORT Item 13a [53], we will detail the number of participants who were referred and assessed
for eligibility; recruited; received intervention (group or one-to-one); included in analysis.
Additionally, as specified in CONSORT Item 13b [53], we will include the number of people who were

excluded, withdrew, or were lost to follow up, with reasons why where possible.

For all descriptive statistics outlined below, we will calculate appropriate 95% confidence intervals. In
terms of feasibility data we will analyse: [1] proportion who are eligible from those referred/
expressed an initial interest; [2] proportion who consent of those eligible; [3] rate of consent per
month; [4] how participants hear about the project/ referral sources; [5] how quickly potential
participants are seen for an initial information giving session following referral/ initial expression of
interest; [6] how quickly participants commence therapy following initial information giving session;
[7] proportion of participants who withdraw or are lost to follow up (reasons why recorded where

known); [8] proportion who are seen for post-therapy assessment at 6 months +/- 2 weeks. We will
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also analyse: [9] proportion who elect to receive one-to-one therapy versus group therapy; [10]
proportion who elect to receive therapy at the clinic, online or a combination; [11] proportion who
invite a significant other into the therapy; [12] total number of therapy sessions each participant
receives; [13] duration of therapy received (i.e. over how many months); [14] number of participants
referred for more specialist mental health support; [15] frequency and nature of contact with mental
health professionals; [16] number referred to services other than mental health. We will also collect
and report intervention costs such as SLT time, clinical supervision, and SFBT training; and resources

and capabilities of the service such as the number of sessions available per week.

In terms of outcome measures (GHQ-12, WEMWABS, CPIB), and individual goals, we will provide
descriptive statistics for the entire population and by mode of delivery with mean and 95%
confidence intervals plotted over time as appropriate. Descriptive statistics will also be used to
analyse participants’ satisfaction with the service (NHS FFT) and therapy (SRS), and the single-item

anchor question on clinical relevance.

Where participants are referred for more specialist mental health provision and commence
alternative psychological/psychiatric treatment during their participation in WISA, we will still collect
outcome data at Time 2 unless this is contra-indicated clinically. Initially, the full dataset will be

summarised. Their data will then be excluded from the overall dataset and described separately.

In terms of treatment fidelity, we will report on: proportion of missing data on self-rating reflective
checklists; and the proportion of sessions rated that delivered the core components of the approach.
We will also provide descriptive statistics for the therapy components (both core and optional),
detailed in the reflective checklists. This will enable us to compare the content of the intervention
between WISA therapists, over time, and comparing people with severe versus mild-moderate

aphasia.

Adverse events, adverse reactions, serious adverse events, serious adverse reactions and suspected
unexpected serious adverse reactions will be summarised as counts of events and counts of people
who have had events. We will also report the number of participants who have complete data at

both baseline (Time 1) and Time 2.

Qualitative analysis
All interviews will be transcribed verbatim. We will use Framework Analysis [54] to analyse data
collected during in-depth interviews, and also the qualitative responses to the NHS FFT [46].

Qualitative written reflections on the fidelity checklists, and the log of challenges by therapists will be
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analysed using qualitative content analysis [55]. Qualitative data will be reported according to the

Standards for Reporting Qualitative Research Guidelines (SRQR) [56].

Progression criteria

The decision whether and how to continue the service will be considered by the study advisory
groups, involving key stakeholders. It is anticipated these discussions will continue throughout the
study, and that consideration will be given to ways to provide a continuous service as the current
study ends. Discussions will take into account both qualitative and quantitative data, including four

pre-specified criteria:

1. Proportion of participants (with aphasia; significant others) who rate the service as ‘good’ or
‘very good’ on the NHS FFT: <50% stop; 50-80% amend; > 80% go

2. Proportion of participants with aphasia who score 30/40 or above on the SRS (indicating
satisfaction with therapy and therapeutic alliance): <50% stop; 50-80% amend; > 80% go

3. Proportion of participants followed up at Time 2 assessment point: <50% stop; 50-70%
amend; > 70% go

4. Average number of participants recruited into the service per month: <1: stop; 1: amend; 22

go

Data management and monitoring

The main study database will be hosted at City, University of London (City), on City University One
Drive, a secure network regularly backed up. Source data will be entered by authorised staff only
with full audit trail. Database access will be restricted through passwords. Participants will be
identified by their unique code (Participant Identification Number, PIN). Recordings of qualitative
interviews will also be stored on the secure drive. During the transcription process, any information
which could lead to the identification of a participant will be de-identified using pseudonymes,
replacement terms and vaguer descriptors. We will seek consent to notify participants’ GPs that they
are taking part in the study, however, we will not share their outcome data nor confidential

information unless there are concerns around safety, or the participant has requested we do so.

There will be regular checks to monitor for completeness and accuracy of data collected and entered
onto databases (including range and logic checks) as well as adherence to procedure (e.g. timeliness
of visits). Variance from procedures and missing or incomplete data will be reported to co-
investigators and the project steering group. Any significant amendments to the protocol will be
communicated to all relevant authorities and advisory groups. There are no planned interim

analyses.
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Governance and Advisory Groups

The core research team of co-investigators will meet monthly, providing oversight, guidance and
approving key decisions. They will consider progress of the study and participant and research staff
welfare. There is also a project steering group (n=3), consisting of academics and clinicians, including
two SLTs and a clinical psychologist. They will meet three times during the study and will provide
advice and support, for example, advising on any ethical issues which may arise. Adverse Events will
be reported to both the co-investigators and the project steering group. Finally, there is a lived
experience advisory group, consisting of three people living with stroke and aphasia, and one family
member. They will meet four times during the study and advise on facilitating a positive participant
experience, recruitment, making the service accessible, pathways for escalating care, involving family
members, interview topic guides, interpreting results, and dissemination. All advisory groups will

consider whether and how to continue the service beyond the end of the study.

Adverse Events, ancillary and post-study care

As the service is offering a non-physical, non-invasive intervention, adverse events are considered
unlikely. Research staff will document and report all adverse events. They will follow protocols for
escalating care, according to whether the need is physical, social or psychological. In terms of
ancillary care, all research staff are experienced SLTs trained in how to listen holistically to
participants. In all sessions, whether initial information giving, assessment, therapy or interviews, the
aim will be to enable a positive participant experience where they feel valued and respected.
Towards the end of the therapy, the therapist will explore the participant’s hopes for after the
therapy, which may include exploring ongoing supportive options. In terms of post-study support, all
participants will be offered a final session with their therapist following the Time 2 assessment. This
will be an opportunity to feed back on their progress, successes, address any persisting concerns
around mood, and discuss onward plans. An aphasia-accessible final report will be shared with the

participant.

Dissemination

We will share the learning and findings from our study through social media, as well as the City

Access — Aphasia Resources website (https://cityaccess.org) which is accessed by clinicians from

across the world. We will also share results through writing academic articles, presenting at
conferences, and hosting a dissemination event, where we will invite participants, therapists,
charitable sector organisations and policy makers. Changes in clinical practice, attitudes or service

provision will be assessed following the dissemination event through a Qualtrics survey.
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Discussion

The WISA study is evaluating the feasibility of setting up an innovative service providing person-
centred and accessible psychological therapy for people with aphasia. It will explore how people
experience the service, and report on feasibility and clinical outcomes. These findings will be used to

shape the future of the service beyond the end of the study.

People with aphasia can struggle to access mental health support due to their language difficulties
particularly in the longer-term post stroke, and particularly those with more severe aphasia [13, 14].
Our previous research demonstrated that it is possible to adapt SFBT so that it works well for this
client group, including people with severe aphasia [25]. The Aphasia Advisory Group for SOFIA study
advised there was an urgent need to develop a service to support the emotional wellbeing of people
with aphasia, and that it should be responsive, accessible, and open to people at any stage post
stroke. This informed the eligibility criteria, therapy formats offered, and inclusion of family members
where this is the preference of the person with aphasia within the WISA study. The current service is
also exploring the feasibility of offering SFBT both one-to-one and in a group setting. There is
evidence that people with aphasia derive benefit from group therapy, as it fosters social connections
and friendship [57], personal growth and self-acceptance [58]; and that SFBT can work well delivered
in a group format with other client groups [59, 60]. The decision to offer the option of receiving

therapy online was intended to increase accessibility for those unable to travel to the clinic.

In line with the stepped model of care, safeguards have been put in place for this to be a safe service
and within the scope of practice of SLTs [21], with a protocol for escalating mental health care in a
way that supports the wellbeing of both participants and therapists. Still, there are limitations to the
service: it is unable to provide domiciliary care, nor offer Level 3 care for those with more severe
distress, nor offer more than 8 therapy sessions. It is also only able to offer one psychological therapy
approach, which may not suit all participants. Further, due to resource constraints, we are unable to
assess maintenance of treatment perceptions and effects, for example, 3 months post intervention,

which could have added additional information and insight.

In conclusion, the WISA study builds directly on previous research which found that people with
aphasia value therapeutic interactions where they can share feelings and achievements, explore
hopes, and ‘feel noticed and validated as people’ [30]. The WISA service aims to offer a safe, calm,
and accepting space where people with aphasia are welcomed, feel heard and listened to, and where

they can find hope for a way to live with their aphasia.
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Figure 1: Flow of participant in the WISA Study

Identification of potential service users

People with post-stroke aphasia identified via community including: through the charitable sector,
such as Aphasia BeCannect, those known to City, University of London through previous research
projects; advertised in local clinical services; professional networks such as British Aphasiology Society;

social media

Initial contact, information giving and consent processes

Potential service users interested in the study sent the project information sheet. Research staff will
then arrange to meet them online or in person to discuss the project, and, if interested, obtain
informed consent. Nominated significant others also given information and consented as appropriate.

|

Baseline assessments (Time 1)
T1 assessment visit: Participants complete FAST, WEMWBS, GHQ-12, FAST, and CPIB

v

Intervention: receive up to 8 solution focused brief therapy sessions over 6 months plus all usual care

y
6 months post baseline (Time 2)
T2 assessment visit: Participants complete SRS, NHS Friends & Family Test, WEMWBS, GHQ-12, CPIB.
T2 assessor blinded to T1 assessment data and therapy data.

T2 interview: Participants take part in in-depth interview (purposive sample only)

Significant others: complete NHS Friends & Family Test; purposive sample complete interviews

v

Final debriefing session: service user to meet with treating therapist to discuss assessment results,
progress, and future plans. Aphasia-accessible report will be shared with participant.

KEY: CPIB: Communicative Participation Item Bank: FAST: Erenchay Aphasia Screening Test; GHQ-12:
General Health Questionnaire 12-item version; NHS FFT: National Health Service Friends and Family
Test; SRS: Session Rating Scale; WEMWSB: Warwick Edinburgh Mental Wellbeing Scale
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Figure 2: identifying psychologically vulnerable participants™®

Do you often feel 5|+ Empathise
sad or depressed? Yes * Ask participant how they
have managed to cope so
l No far No
* Dothey have a sense things
Are you feeling R will be better now?
mostly OK? No -
7\
Yes
\ 2
Are you confident
you'll carry on No Yes
feeling OK?
Yes
N
* Affirm

¢ Askthem what s giving them confidence (€
¢ Suggestthey do moreof it

Y v

Outcome: Evidence of hope/coping Outcome: Evidence of low mood/ hopelessness
Reinforce coping strategies; continue within Continue to WISA risk assessment protocol;
WISA liaise with clinical psychologist supervisor

*Adapted from Fig. 2 in Ellis et al., (2006). Used by permission of Cambridge University Press.
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Supplementary material: WISA intervention Template for Intervention Description and Replication

(TIDieR) checklist

This checklist is an adapted version of the checklist used in the Solution Focused brief therapy in
Aphasia (SOFIA) study [1]. Items 2, 4, 9, 10 and 12 are almost identical to SOFIA; other items are
modified for WISA.

theory or goal
of the
intervention

Item Description
Aphasia-accessible version of Solution Focused Brief Therapy (SFBT) used in the
1: Name . .
Wellbeing In Stroke and Aphasia (WISA) study
2: Rationale, The aim of the intervention is to enhance psychological well-being. Solution Focused

Brief Therapy (SFBT) hypothesises that in enabling a client to describe their
preferred future, as well as notice their competencies, skills, and instances of
success, the client can be supported in building positive change [2].

3: Materials
for training
and delivery

No therapy manual has been developed specifically for this study. However, the
therapists will refer both to the therapy manual created for the SOFIA study [3], and
a book written following the SOFIA study that outlines adapting SFBT for people with
aphasia [4]. Both therapists will have copies of these documents. Both therapists
have received training from an external training provider, which provided teaching
materials.

No specific materials are required for the delivery of the intervention. However, to
ensure that the intervention is accessible to people with more severe aphasia,
therapists will use pictorial resources including those developed by Talking Mats ©.
In addition, therapists will use total communication to facilitate conversations
including gesture, objects in the environment, be responsive to modes of
communication/ materials preferred by the participant e.g. use of paper diary or
iPad. They will also use paper and pen, for example, drawing pictures, diagrams or
scales, or writing down key words; or online equivalent.

4:The
Intervention:
Procedures,
activities,
processes

The intervention is a version of SFBT, a talk-based psychological intervention,
adapted with communication supports and access for those with aphasia. It explores
how a person would like their life to be and their hopes for the future. It also seeks
to enable people to notice their own resources, resilience, and what is already
working. As the participant is considered expert in their own lives, the therapist
refrains from offering advice, solutions or strategies, and instead seeks to facilitate
the client in finding their own way forward.

Key assumptions:

It is anticipated that the therapist will hold in mind certain key assumptions
throughout the therapy process. These include: the participant is expert in their own
lives thus will direct the shape of the therapy sessions; that all participants have
resources, talents, competencies and strengths, and the therapist’s job is to enable
the participant to notice them; that a ‘solution’ may be brought about by small
steps, hence a focus on noticing the everyday details of a person’s life; that the
therapist will hear and validate the participant’s stories sufficiently to create a
context where change can occur.

Key behaviours:

Two behaviours are expected to be present in all sessions: use of the client’s words
and frames of reference to guide therapist utterances; and the therapist facilitating
the communication of the person with aphasia so that they can participate fully in
the intervention.
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Other key behaviours anticipated to be present in some sessions include:
establishing what the participant is hoping for from the therapy; eliciting preferred
future descriptions (enabling a participant to describe the everyday details of their
life if they achieved their therapy goals); inviting the participant to notice what is
already working and instances of success, for example, through listing what they’ve
been pleased to notice or using scaling questions; eliciting descriptions of
interactional sequences and the perspectives of other people in the participant’s
life; problem-free talk (noticing the person and what’s important to them, what
gives them joy); and acknowledgement of the stroke, aphasia, recovery and distress.

5:
Intervention
providers

There are two therapists working on the study. Both are experienced Speech and
Language Therapists. One therapist (SN) has Diploma-level training in SFBT and is
the study lead; the other has received 5 days introductory training. The training has
been externally provided by the Brief Centre for Solution Focused Practice, London.
Both therapists will receive further mentoring and in-house training throughout the
study (observation, peer coaching, individual and group reflective practice). They
will also receive monthly clinical supervision from a stroke-specialist clinical
psychologist who is also expert in Solution Focused Brief Therapy. In addition, the
supervising psychologist will provide real-time support as needed throughout the
study, for example, where there are concerns around the mental health of a
participant.

6: Mode of
delivery

Participants will be able to choose whether to receive the therapy face to face or via
telehealth; receive therapy individually or in a small group setting; and whether to
include family members or friends within the therapy sessions.

7: Location

Participants can choose whether to come into the university clinic or receive the
intervention via telehealth. On a case-by-case basis, some participants may be seen
in their own home for a one-off visit to assist them with accessing online therapy.

8: When and
how much

Participants will be offered up to eight sessions spaced over six months. This may be
extended where there is a significant risk to participant safety. The scheduling and
number of sessions will be led by the participant. Each session will be approximately
45 minutes to one hour long, although participants may elect to have shorter
sessions if they are fatigued.

Although SFBT is typically brief (3-5 sessions [5]) people with aphasia are likely to
need additional sessions, as less material can be covered in each session due to the
language disability [6]. Feedback from the SOFIA study suggested that some
participants would have preferred receiving therapy over a longer period than three
months [7]. For this reason, participants will be able to space therapy sessions
across 6 months. It is anticipated that this may enable more time for them to notice
and build positive change, and potentially a more therapeutic tapering to the end of
therapy.

9. Tailoring

The mode, location of delivery and dose is tailored as indicated in Items 6-8 above.
The content of SFBT sessions is also individualised for each participant. Within any
specific session, therapist utterances follow from what the participant says: as such,
there is an inherent flexibility. Nonetheless, it is expected that there will be
consistency across all sessions in terms of the underlying assumptions that underpin
therapist utterances and key therapist behaviours (see Item 4). The sessions are also
individualised to enable people with varying presentations of aphasia to participate.
For people with more severe aphasia, this may mean focusing on aspects of the
approach that are linguistically more accessible (e.g. noticing achievements).
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10:

If any modifications are made to the intervention during the project they will be

Modifications | reported in full.

11: Adherence | Adherence:
and fidelity There is some evidence that SFBT can be effective as a single session intervention
(planned) [8]. Beyond the first session, the approach trusts that the client is the expert in

determining how many sessions will be useful to them [4]. The service is designed to
be responsive to whatever level of support a client feels will be useful. However, to
manage the demands on the service, there is an upper limit of eight sessions. Where
participants elect to receive therapy in a group format, they will be offered a single
one-to-one session, followed by seven group sessions.

We will report on the number of sessions participants choose to receive, how they
elect to space the sessions (for those who elect to receive one to one therapy), and
any complicating factors reported (e.g. sessions cancelled due to participant or

therapist illness). We will also analyse participant and therapist views on dosage and
spacing of therapy during the in-depth interviews.

Fidelity:
A self-rated fidelity checklist has been developed. This is based on the checklist used
in the SOFIA study, listing the core assumptions expected to be present in therapy
sessions, as well as key observable behaviours. Clinicians will self-rate using the
checklist after each session. They will bring the completed checklists to clinical
supervision and peer coaching for discussion. It is intended that the reflective
process of completing the checklist will enhance the likelihood that the intervention
is being delivered as intended. It is also anticipated that fidelity will be enhanced by
regular peer coaching and clinical supervision with a clinical psychologist who is also
an expert in the SFBT approach.

12: Adherence | Adherence and fidelity results will be reported at the end of trial.

and fidelity
(actual)
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