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ABSTRACT

Objectives The Solution Focused Brief Therapy in Post-
Stroke Aphasia feasibility trial had four primary aims:

to assess (1) acceptability of the intervention to people
with aphasia, including severe aphasia, (2) feasibility of
recruitment and retention, (3) acceptability of research
procedures and outcome measures, and (4) feasibility

of delivering the intervention by speech and language
therapists.

Design Two-group randomised controlled feasibility trial
with wait-list design, blinded outcome assessors and
nested qualitative research.

Setting Participants identified via two community NHS
Speech and Language Therapy London services and
through community routes (eg, voluntary-sector stroke
groups).

Participants People with aphasia at least 6 months post
stroke.

Intervention Solution-focused brief therapy, a psychological
intervention, adapted to be linguistically accessible.
Participants offered up to six sessions over 3 months, either
immediately postrandomisation or after a delay of 6 months.
Outcome measures Primary endpoints related to
feasibility and acceptability. Clinical outcomes were
collected at baseline, 3 and 6 months postrandomisation,
and at 9 months (wait-list group only). The candidate
primary outcome measure was the Warwick-Edinburgh
Mental Well-being Scale. Participants and therapists also
took part in in-depth interviews.

Results Thirty-two participants were recruited, including
43.8% with severe aphasia. Acceptability endpoints:
therapy was perceived as valuable and acceptable

by both participants (n=30 interviews) and therapists
(n=3 interviews); 93.8% of participants had >2 therapy
sessions (90.6% had 6/6 sessions). Feasibility endpoints:
recruitment target was reached within the prespecified
13-month recruitment window; 82.1% of eligible
participants consented; 96.9% were followed up at 6
months; missing data <0.01%. All five prespecified
feasibility progression criteria were met.

Conclusion The high retention and adherence rates,
alongside the qualitative data, suggest the study design
was feasible and therapy approach acceptable even to
people with severe aphasia. These results indicate a
definitive randomised controlled trial of the intervention
would be feasible.
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Strengths and limitations of this study

» People with different presentations of aphasia, in-
cluding severe aphasia, were enabled to participate
in a psychological therapy trial.

» People with aphasia were involved in designing the
trial and gave ongoing advice throughout.

» Both qualitative and quantitative approaches were
used to answer questions around feasibility and
acceptability.

» The trial investigated the feasibility of speech and
language therapists delivering the intervention and
explored their perspectives on what training and
support was useful.

» A weakness of the trial is that family members were
not recruited, so it was not possible to capture their
perspective on the intervention or study processes.

Trial registration number NCT03245060.

INTRODUCTION

Around one-third of people who have a stroke
will experience aphasia, a language disability."
Living with poststroke aphasia places
someone at risk of having a reduced social
network® and developing depression.” Having
a stroke and aphasia has been described as
a traumatic and distressing event' and can
profoundly challenge a person’s identity
and life plans.” Despite people with aphasia
being at greater risk of adverse psychosocial
consequences compared with those who
do not have aphasia post stroke,’ ! they are
often excluded from psychological stroke
research.® This is slowly changing: there
has been research, for example, showing
the effectiveness of behavioural activation
therapy delivered by assistant psychologists,”’
and recent feasibility trials reporting prom-
ising results for a singing intervention'’ and
peer befriending."" Nonetheless, a review
concluded that there is still limited evidence
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for effective psychological therapies for this client group,'
including limited research exploring the role of speech
and language therapists (SLIs) in delivering a psycho-
logical therapy. Further, it is a concern that people with
aphasia, particularly more severe aphasia, are reported
not to have equitable access to mental health services."” '*
There are challenges in adapting language-based psycho-
logical therapies for people with a language disability. As
such, there is a need to investigate psychological thera-
pies that are accessible and effective for people with post-
stroke aphasia.

A promising psychological intervention to enhance
well-being is solution-focused brief therapy (SFBT),
which focuses on a client’s expertise and resources to
support them in moving forward in living well with their
health condition.'” It has been shown to be flexible
enough to be adapted for client groups who have limited
language, such as those with an intellectual disability.'® A
recent meta-analysis found a small to medium effect size
in achieving positive psychosocial outcomes when used in
medical settings (d=0.34, p<0.05)."

A randomised controlled trial of working-age people
post stroke, excluding people with aphasia, found
receiving 10 sessions of SFBT resulted in significantly
better mood and lower anxiety compared with usual
care.® An initial proof-of-concept study explored an
aphasia-accessible version of SFBT with people who had
mild-moderate chronic aphasia: participants reported
finding the approach highly acceptable, and there were
promising trends in terms of improved mood and partic-
ipation."” The Solution Focused Brief Therapy in Post-
Stroke Aphasia (SOFIA) trial® builds on this preliminary
work.

The main aim of the SOFIA trial was to assess the feasi-
bility of conducting a future definitive trial investigating
the clinical and cost effectiveness of SFBT for people
living with aphasia. An in-depth exploration of partic-
ipants’ experiences of the therapy,”' treatment fidelity
results and a pilot economic evaluation, including anal-
ysis of the European Quality of Life Scale, are reported
elsewhere. This paper reports on the primary objectives
of the trial, which were to evaluate the acceptability of
the intervention, the feasibility of recruitment and reten-
tion, the acceptability of research procedures, and the the
feasibility of SLTs delivering the intervention.

METHODS

SOFIA was a single-blind randomised waitlist controlled
feasibility trial comparing SFBT plus usual care to usual
care alone for people living with poststroke aphasia. Full
details are provided in the protocol paper.”’ All partic-
ipants completed baseline assessments and were then
randomised to receive the intervention either imme-
diately or after a delay of 6 months. Assessments were
completed at 3 and 6 months postrandomisation, and at
9 months for the wait-list group only. All participants were
invited to take partin in-depth interviews at 6 months; the

wait-list group was additionally interviewed at 9 months.
Therapists and local collaborators at National Health
Service (NHS) sites were also interviewed. Recruitment
took place between October 2017 and November 2018.
There were no changes to the trial design during the
trial. The trial was registered with ClinicalTrials.gov on 10
August 2017, based on protocol V.2 (24 August 2017, doi.
org/10.25383/city.8053415.v1). Primary and secondary
outcome measures reported are consistent with the
protocol and trial registry.

The study design and reporting has been guided by the
Consolidated Standards of Reporting Trials (CONSORT)
2010 extension statement to randomised pilot and
feasibility trials.”* Qualitative data have been reported
according to the Standards for Reporting Qualitative
Research Guidelines.”® Qualitative results are reported in
online supplemental appendix material 1 and summarised
in the main text. Identifying details have been removed.

Patient and public involvement

An initial consultation event with people with aphasia
and a carer advised on the study aims and design,
including choice of control condition. Subsequently, the
SOFIA Aphasia Advisory Group has supported decision
making on recruitment processes, eligibility criteria,
project information documents and consent forms,
choice and presentation of outcome measures, interview
topic guides, and dissemination strategies. For example,
they advocated for the inclusion of people with severe
aphasia, advised on how to make study processes a posi-
tive experience for participants and supported creating
a project blog.

Participants

Setting

Participants were identified through two London NHS
community SLT services; and through non-NHS commu-
nity sources (eg, voluntary-sector groups). Visits were
conducted at the participants’ choice of venue, most
commonly their home or university clinic.

Eligibility criteria

Participants were eligible if they had a diagnosis of isch-
aemic or haemorrhagic stroke and were at least 6 months
post stroke, aged 18 or older and had aphasia as deter-
mined by an SLT. Exclusion criteria comprised other
diagnoses affecting cognition such as dementia, severe
uncorrected visual or hearing problems, severe or poten-
tially terminal comorbidity, being a non-fluent English
speaker prior to the stroke (based on self or family report),
receiving a psychological or psychiatric intervention at
the time of recruitment and not having mental capacity.
People with any severity of aphasia were included so long
as they retained capacity. Use of antidepressants or reha-
bilitation therapy was not a reason for exclusion, nor were
people excluded based on their depression or well-being
scores.
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Recruitment and consent processes

SLTs and group coordinators linked to SLT services at
participating sites screened people on their caseloads and
gained consent to pass on contact details to the research
team. For those participants recruited via community,
eligibility was checked through relying on self-report.
The principal investigator, an experienced SLT, met all
potential participants face-to-face to discuss the project
and enabled them to make an informed choice. All infor-
mation sheets and consent forms were designed to be
accessible to people with aphasia (eg, using short simple
sentences and suitable pictorial images to support key
concepts). Written informed consent was obtained from
all participants.

Intervention description

The intervention, therapist training and supervision,
treatment fidelity measures, and therapy manual are
described in the SOFIA TIDieR checklist (https://
city.figshare.com/articles/SOFIA_TIDieR_checklist/
8058539). SFBT explores a person’s resources and hopes
for the future. Rather than focusing on deficits or diag-
nosing problems, it invites the client to notice instances
of success and what is already working, using these as
building blocks in moving forward. Within the SOFIA
trial, SFBT was adapted to be linguistically accessible and
emphasis was placed on acknowledging distress. SFBT was
designed to be a brief intervention, typically three to five
sessions, with the client taking ownership of the ending of
the therapy.** ® Preliminary work suggested that people
with aphasia were likely to benefit from more sessions,
as their language disability means it can take longer to
cover typical SFBT therapy activities." SOFIA partici-
pants were therefore offered up to six sessions and were
invited to choose how they spaced their sessions over a
3-month period and to have as many of the six sessions as
they perceived would be useful to them. Participants were
offered the therapy either immediately postrandomisa-
tion or after a delay of 6 months. Both groups received all
usual care, including healthcare, social care and volun-
tary services. The trial intervention was provided by SLTs,
who received specialist training, regular supervision and
additional real-time support as needed.

Outcomes

The main endpoints related to acceptability and feasi-
bility objectives. Five prespecified criteria were used to
assess the feasibility of progressing to a definitive trial,
interpreted alongside the qualitative findings. In addi-
tion, adverse events were recorded. Aphasia was assessed
at baseline using the Frenchay Aphasia Screening Test
(FAST) .2

Primary endpoints

1. Acceptability of the intervention to participants and
trial clinicians, based on adherence rates, scores on
the Session Rating Scale (SRS) assessing therapeutic
alliance, interviews with participants and clinicians.

Prespecified criterion (1): proportion of participants who
adhered (had at least two therapy sessions) at least
80%.

2. Feasibility of recruitment and retention to the trial,
based on the proportion who gave permission for their
contact details to be passed to the research team, pro-
portion who consented, number of randomised each
month and attrition rates. Prespecified criterion (2): pro-
portion of eligible participants who consented at least
60%. Prespecified criterion (3): proportion of participants
who were followed up at 6 months postrandomisation
at least 70%.

3. Acceptability of research procedures and outcome
measures, based on participant interviews, drop-out
rates and rates of missing data. Prespecified criterion (4):
proportion of missing data per scale less than 15% for
participants with mild—-moderate aphasia. Prespecified
criterion (5): proportion of all participants who com-
pleted the Depression Intensity Scale Circles (DISCs)
at least 90%.

4. Feasibility of delivering the intervention by SLTs, based
on clinician and participant interviews.

Patient-reported outcome measures

At baseline and at 3 and 6 months postrandomisation
(plus 9 months, waitlist group only), outcomes likely to
be used in a future definitive trial were measured face-to-
face. The primary clinical outcome was psychological well-
being, measured using the Warwick-Edinburgh Mental
Well-being Scale (WEMWBS) 77 with primary comparison
point of 6 months. Secondary outcomes were General
Health Questionnaire-12 (GHQ-12),% measuring mood,
both overall score (range 0-12) and as a categorical vari-
able (participants scoring <3 classified as having no or low
distress); DISCs,29 also measuring mood; and Commu-
nicative Participation Item Bank (CPIB),* measuring
participation. The SRS,” measuring therapeutic alliance,
was completed during the in-depth interview.

Sample size

The planned sample size was 32 participants, 16 in each
arm. This was considered sufficient to estimate parame-
ters for a larger trial, such as recruitment and retention
rates, with acceptable precision.”*

Randomisation and blinding

Participants were randomised 1:1 using minimisation
with a random component via an independent rando-
misation service at King’s Clinical Trials Unit. Minimis-
ation stratification factors were: site and aphasia severity
(mild-moderate or severe). Participants who scored <7 on
either receptive or expressive domains of the FAST were
classified as having severe aphasia. Outcome assessors
were blind to group allocation; and as the 9-month assess-
ment applied only to the waitlist group, assessors were
blind to both group allocation and timepoint for 9-month
assessment. Participants, trial clinicians, the qualitative
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researchers, statistician, and the principal investigator
were aware of group allocation.

Analytical methods

A CONSORT diagram was used to display recruitment and
adherence. Feasibility outcomes were estimated, along with
95% Cls, using the binomial exact distribution for propor-
tions, and Poisson for rates. Descriptive statistics for potential
trial outcomes were summarised for the entire trial popu-
lation and by trial arm at all timepoints. Missing data were
summarised at item, scale and administration levels.

Mean differences in outcomes between groups at 6
months postrandomisation and 95% CI were estimated
using linear mixed models with maximum likelihood esti-
mation with a random effect for participants to account
for repeated measures of the outcome data. Dependent
variables were post-treatment outcome measures at 3 and
6 months. Fixed effects comprised: baseline measure of
the outcome; trial arm; randomisation stratifiers (site and
aphasia severity); dummy variable for timepoint; dummy
variables for therapist; a trial armxtimepoint interaction
term; and time post onset of stroke, rehabilitation status,
gender and age as these were clinically judged post hoc
to be potentially imbalanced at baseline. Effect sizes were
calculated by dividing mean differences by baseline SDs
over the whole sample for each outcome to allow trial arm
comparison between measures and timepoints. The two
arms were compared on dichotomised GHQ-12 caseness
(high distress 23, low distress 0-2) using ORs estimated
from mixed effect logistic regression using the same fixed
and random effects as the linear models. In addition, as
a prespecified exploratory analysis, the analysis was rerun
excluding participants with high well-being (259/70 on
the WEMWABS) at baseline. Descriptive statistics over time
for people with severe versus mild—-moderate aphasia were
also calculated. Since the intervention was therapist led,
WEMWRBS intracluster correlation coefficient (ICC) was
estimated for participants treated by the same therapist
for outcomes 6 months postrandomisation using a linear
mixed effects model with the 6-month WEMWBS as the
dependent variable and a random intercept for therapist.

All statistical analyses were conducted using Stata V.16.
Qualitative data were transcribed verbatim and analysed
using framework analysis®; further details of the qualitative
analysis are provided in online supplemental appendix 1.

RESULTS

Figure 1 CONSORT diagram shows participants’ journeys
through the study. Out of the 54 who were identified, 39
were eligible. The most common reason for ineligibility
was lacking capacity (n=5). Of those who were eligible,
seven declined to consent into the trial, most commonly
because they preferred no further input (n=5).

All participants who received the intervention (n=30) also
took part in in-depth interviews post intervention. In addi-
tion, 13 participants from the waitlist group took part in
interviews 6 months postrandomisation (preintervention).

Finally, all three trial clinicians and both local collaborators
at the NHS participant identification centres participated in
in-depth interviews at the end of the trial.

Participant characteristics

Table 1 displays baseline characteristics of participants
overall and by trial arm. The average age was 67.2 years
(SD 12.9 years), and average time poststroke was 33.9
months (SD 33.3). The majority were white (68.8%),
living with a spouse or partner (53.1%), and had mild-
moderate aphasia (56.3%). Exactly half were female. The
trial arms were potentially imbalanced at baseline with the
wait-list group on average being fewer months poststroke
(22.5 months vs 43.9 months), more likely to be receiving
rehabilitation (60% vs 29.4%), older (71.3 years vs 63.5
years) and more likely to be female (66.7% vs 35.3%).

Feasibility and acceptability results

Feasibility and acceptability parameters are presented
in table 2. All five prespecified progression criteria were
satisfied. Main qualitative findings are reported briefly
as follows; a full thematic analysis is provided in online
supplemental appendix 1.

Primary endpoint 1: acceptability of the intervention to participants
and trial clinicians

The proportion of participants who adhered (had at
least two therapy sessions) across both groups was 93.8%:
29/32 participants had the maximum six sessions; 1
participant had five sessions; 2 withdrew. Scores on the
SRS also indicated high levels of acceptability (table 2).

Participant and therapist perspective on therapy

Participants (n=30) were unanimous in finding the
therapy approach acceptable.21 Trial clinicians (n=3)
found the intervention rewarding, meaningful and ener-
gising to deliver.

It’s the most satisfying kind of therapy I've ever done
really, yeah, it’s, you feel like you've really helped
someone in quite a profound way sometimes, so
that’s, that’s a really nice feeling. (Trial clinician)

While aspects of the therapy needed to be modified to
be more linguistically accessible, the underlying assump-
tions of the approach were perceived to work well for
people with aphasia, including severe aphasia. It was,
however, sometimes challenging to find a focus for the
therapy when participants were already content with
their lives or wanted therapy tasks to promote language
recovery.

Primary endpoint 2: feasibility of recruitment and retention to the
trial

It was feasible to recruit to target and on time: 32 partic-
ipants were recruited within the prespecified 13-month
time window. The two strongest routes for recruitment
were longer-term NHS-funded therapy groups and
support services (37.5%) and referrals from NHS SLT
community caseloads (28.1%). The proportion of eligible
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Identified via non-NHS Community (n=12)
e Stroke groups (n=5)
e Internet (n=3)
®  Known to City University (n=3)
e Referred via private SLT (n=1)

Identified via NHS sites (n=42)
e SLTs(n=30)
e Group co-ordinators (n=12)

b

Community: eligibility confirmed through
self-report (n=12)

NHS sites: eligible patients asked for
consent to pass on details to

E—

Excluded (n=14)

e Lacked capacity (n=4)

e Not fluent in English prior to
stroke (n=3)

e Stopped attending SLT (n=3)

e Receiving mental health
input (n=2)

* Moved out of SLT area (n=2)

research team (n=28)

Juded (n=3)
e Patient declined as did not
e
have time (n=1)

i

e Patient declined as did not
want input (n=2)

(n=37)

Approached for consent

|

Excluded (n=5)
o Preferred no further input

v

(n=3)

(n=32)

Baseline questionnaires completed

* Uncontactable (n=1)
e Lacked capacity (n=1)

|

(n=32)

Randomised

i

Allocated to intervention (n=17)
Received intervention (at least 2 sessions) (n=16)
Did not receive intervention (n=1)

Reason: withdrew due to illness

I

Questionnaires completed (n=16)

l

Questionnaires completed (n=16)

3 months

6 months

Allocated to wait-list (n=15)

I

Questionnaires completed (n=14)
Did not complete (n=1)
Reason: unwell

Questionnaires completed (n=15)

I

Wait-list intervention (n=15)
Received intervention (at least 2 sessions) (n=14)
Did not receive intervention (n=1)

Reason: withdrew from study as not right time

|

Questionnaires completed (n=14)

Figure 1 Solution Focused Brief Therapy in Post-Stroke Aphasia trial Consolidated Standards of Reporting Trials diagram.

SLT, speech and language therapist.

participants who consented was 82.1%; the proportion
who were followed up at 6 months postrandomisation was
96.9%. Only two participants withdrew due to ill-health
and it being ‘not the right time’.

Local collaborator perspective on recruitment

The local collaborators were positive about their involve-
ment in the project. They identified six main facilita-
tors to successful recruitment: (1) initial site visit, which
generated enthusiasm and meant there was a ‘face to the
project’; (2) easy channels for ongoing contact with the
principal investigator; (3) the principal investigator being
approachable and flexible, creating ‘a feeling of partner-
ship’; (4) working with local systems and staff preferences
wherever possible; (5) a local champion to advocate for
the project, as well as buy-in from senior management;

and (6) enthusiasm from team members due to their
belief in the study, the inclusion of people with severe
aphasia and being able to offer the study intervention at
the point of discharge. The main challenges were work
pressures, compounded by high turnover of staff, informa-
tion technology systems and fewer than expected eligible
patients. For one site, there was also anxiety around the
wait-list design. Both local collaborators considered there
were advantages in SLTs identifying potential participants
as they were skilled at facilitating the communication of
someone with aphasia. The sites were excited to be part
of something ‘bigger’ and innovative; it helped raise the
profile of their SLT service; and they were highly posi-
tive about the training (both sites offered training in the
study intervention at the end of the trial).
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Intervention Wait-list Overall

Mean (SD) 63.5 (13.8) 71.3(10.9) 67.2 (12.9)

Min, max 35, 82 45, 86 35, 86

Male 11 (64.7%) 5 (33.3%) 16 (50%)

Ethnicity

Asian 4 (23.5%) 2 (13.3%) 6 (18.8%)

Marital status

Not married/not living with partner 7 (41.2%) 8 (563.3%) 15 (46.9%)

Living with family members 11 (64.7%) 8 (53.3%) 19 (59.4%)

Living in sheltered housing 1(5.9%) 0 (0%) 13.1%)

Mobility

Walking independently —with stick 2 (11.8%) 5(33.3% 7 (21.9%)

Type of stroke (n=30)

Haemorrhagic 4 (25%) 2 (14.3%) 6 (20%)

Mean (SD) in months 43.9 (41.4) 22.5(15.0) 33.9 (33.3)

1-2 years 4 (23.5%) 5 (33.3%) 9 (28.1%)

Receiving rehabilitation

Yes 5 (29.4%) 9 (60.0%) 14 (43.8%)

No 13 (81.3%) 10 (71.4%) 23 (76.7%)

Aphasia severity*
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Severe aphasia 8 (47.1%) 6 (60.0%) 14 (43.8%)

*Classified as having severe aphasia if scored <7/15 on the receptive and/or expressive domains of the Frenchay Aphasia Screening Test (FAST).

The team have really enjoyed being part of this proj- Participant perspective on recruitment and retention

ect, I think they found it really valuable, and they re- Participants with aphasia took part in the study to help

ally enjoyed the training session... it’s so nice to see others, for companionship, out of curiosity and to improve

them enthusiastic and really proud of a piece of work their language. Three main factors explained why they

they’ve done. (Local collaborator) continued: they enjoyed the research visits, perceived the
6 Northcott S, et al. BMJ Open 2021;11:6050308. doi:10.1136/bmjopen-2021-050308
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Table 2 Feasibility and acceptability parameters

Parameter

Proportion (95% Cl)/rate Numbers used

Endpoint 1: acceptability of therapy

Criterion 1 met: proportion who adhered (had at least two therapy
sessions) (%)

Proportion who had all six therapy sessions (%)
Acceptability: Session Rating Scale (SRS)
Session Rating Scale (0-40)
Endpoint 2: recruitment and retention
Recruitment
Proportion of those identified who were eligible (%)
NHS
Community
Overall

Criterion 2 met: proportion of eligible participants who consented (%)

Rate of consent per month (rate)

Retention
Proportion of withdrawals overall (%)
Proportion of withdrawals before randomisation (%)
Proportion of withdrawals postrandomisation (%)
Intervention arm
Wait-list control arm

Criterion 3 met: proportion of participants who were followed up at 6 months postrandomisation (%)

Intervention arm

Control arm

Overall
Endpoint 3: acceptability of outcome measures
Proportion of missing data at the scale level

Criterion 4 met: proportion of item level missing data, for participants

with mild-moderate aphasia

Proportion of missing data at item level for participants with severe
aphasia

Criterion 5 met: proportion of missing data at the item level on DISCs

(all participants)

93.8 (79.2 10 99.2) 30/32
90.6 (75.0 to 98.0) 29/32
Mean (SD): 36.1 (4.5) n=30
Median (IQR): 37.6 (33.3-40.0) n=30
64.3 (48.0 to 78.4) 27/42
100 (73.5 to 100.0) 12/12
72.2 (58.4 to 83.5) 39/54
82.1 (66.5 to 92.5) 32/39
2.5 (1.7 10 3.5) 32 people recruited over 13
months
6.3 (0.8 to 20.8) 2/32
0(0to10.9) 0/32
5.9 (0.1 to 28.7) 117
6.7 (0.2 to0 31.9) 1/15
94.1 (71.3 to0 99.9) 16/17
100 (78.2 to 100.0) 15/15
96.9 (83.8 t0 99.9) 31/32

0% missing data

<0.01% for WEMWABS and CPIB; 0% missing data for GHQ-
12, FAST, SRS

0% missing data for WEMWBS, CPIB, GHQ-12, FAST;
<0.01% for SRS

0% missing data

CPIB, Communicative Participation ltem Bank; DISCs, Depression Intensity Scale Circles; FAST, Frenchay Aphasia Screening Test;
GHQ-12, General Health Questionnaire-12; NHS, National Health Service; SRS, Session Rating Scale; WEMWBS, Warwick-Edinburgh

Mental Well-being Scale.

visits as helpful, felt they had made a personal commit-
ment and wanted to make a success of the project. In
addition, a subset of participants found that participating
gave them a sense of purpose and made them feel useful.

Primary endpoint 3: acceptability of research procedures and
outcome measures

Acceptability of research procedures was evidenced by
low attrition rates and the high proportion of assessment
visits which took place +14 days of due date (96.7% at
3 months, 96.8% at 6 months and 71.4% at 9 months).
There were seven serious adverse events, all overnight
hospital admissions. In addition, there were 21 adverse

events, 19 of which related to scoring as ‘distressed’
on the GHQ-12, the other 2 instances related to safe-
guarding concerns and a fall. None of the adverse events
or serious adverse events were deemed to be associated
with participating in the study. There were two instances
of unblinding.

There were minimal missing data on clinical outcome
measures: no missing data at the scale level; at the item
level, no missing data for GHQ-12, DISCs and FAST,
and <0.01% missing data for the WEMWBS, CPIB and
SRS. Real-time notes made by research assistants (RAs)
documented concerns about participants with severe
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comprehension difficulties understanding some items
from CPIB.

Participant perspectives on research procedures and outcome
measures

Participants were positive about assessment visits as they
liked the RAs, who were described as kind, empathetic
and genuinely caring. For a subset, the process of being
asked questions about their lives by someone concerned
and interested was felt to be therapeutic (‘helpful,
helpful’). The outcome measures were not perceived
as burdensome, although some found them tiring, and
appreciated being given breaks, as well as support and
time to comprehend the questions. The questions were
mostly considered appropriate and relevant, although
some response options, such as for the DISCs, were felt
to lack nuance.

Participants varied in how acceptable they found being
allocated to the waitlist group: although many had no
preference about group allocation, others were unhappy
about waiting 6 months. There were also misunderstand-
ings about the allocation process (eg, that allocation was
based on need or managing limited resources).

Primary endpoint 4: feasibility of delivering the intervention by
SLTs

All three trial clinicians considered that it was appro-
priate for SLTs to deliver the therapy. Initial training (in
SFBT, active listening and mental health support) was
considered essential, as was monthly SFBT supervision.
In addition, clinicians valued being able to access real-
time support from either a mental health professional
or principal investigator when they had concerns about
a participant. They also described benefitting from peer
support. More challenging aspects were supporting
people in severe distress and involving family where there
were family tensions.

A main theme from the interviews with participants
with aphasia (n=30) was that the relationship with the
therapist was a key ingredient of the therapy. Participants
described feeling understood, accepted and valued by
their therapist.

Clinical outcomes

Descriptive statistics are presented in table 3 for clinical
outcomes measured at 3, 6 and 9 months postrandomi-
sation, overall and by trial arm. Prespecified primary
comparison point was 6 months postrandomisation for
WEMWBS. The estimated difference between groups
on the WEMWBS at 6 months was 1.03 (95% CI -3.77 to
5.83), with an effect size of 0.10 (95% CI -0.38 to 0.58);
after excluding those with high well-being at baseline,
the estimated difference between groups (for n=20)
was 2.39 (95% CI -3.44 to 8.22), with an effect size of
0.36 (95% CI -0.52 to 1.24). The ICC for WEMWBS
at 6 months in the intervention arm was 0.03 (95% CI
0.001 to 1.00). Figure 2 presents standardised treat-
ment effects. In terms of secondary outcomes, the most
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Effect sizes at 3 and 6 months for all outcome measures (n=31)
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Figure 2 Standardised treatment effects at 3 and 6 months. CPIB, Communicative Participation ltem Bank; DISCs, Depression

Intensity Scale Circles; GHQ-12, General Health Questionnaire

marked difference between groups was at 3 months for
the GHQ-12, favouring the intervention group, with an
effect size of —0.46 (95% CI -0.93 to 0.01). Descriptive
statistics were calculated separately for those with mild-
moderate versus severe aphasia for all outcome measures:
no noteworthy differences were observed. Estimate and
effect size differences for all outcome measures at 3 and 6
months are supplied in online supplemental appendix 2.

DISCUSSION

The SOFIA trial investigated the feasibility of a future
definitive trial exploring whether adapted SFBT enhances
the well-being of people with poststroke aphasia. All five
prespecified progression criteria were satisfied. There was
quantitative and qualitative evidence that the approach
was acceptable; targets relating to recruitment and reten-
tion were met; and there were minimal missing data on
outcome measures. It was also feasible for SLTS, with
training and supervision, to deliver the intervention.

A common challenge for trials is recruitment, with
only a minority of trials recruiting to target and within
their prespecified timeline.”® Within SOFIA, participants’
aphasia meant that conventional forms of communica-
tion, such as sending letters, emails or phoning, were
often compromised, creating additional challenges. It is

-12; WEMWBS, Warwick Edinburgh Mental Well-being Scale.

therefore encouraging that despite this, it was possible to
recruit to target. A review of effective recruitment strat-
egies within primary care research outlined strategies
used in SOFIA: straightforward eligibility criteria, non-
burdensome research processes, practitioner interest in
the research topic and belief in the potential benefits for
patients.37 Further factors were the perceived benefits for
the sites, also found in other research,38 and the sense
of partnership and collaborative effort. In that sense,
the principles of the SOFIA intervention were applied to
trial management: working with sites’ strengths, building
on what was working well, being sensitive to recruiter
challenges. The involvement of people with aphasia in
designing the trial may also have enabled strong recruit-
ment,” including recruiting participants from diverse
backgrounds comparable to the parent stroke popula-
tion.* Involving different stakeholders may be important
when considering how to maintain strong recruitment in
a future larger trial. Retention was also strong (96.9% at 6
months), comparing favourably to average trial retention
rates of 89% in recent UK Trials."' Excellent completion
rates and low attrition may in part reflect that assessment
visits were conducted face-to-face by RAs who were also
SLT5s, and skilled at working with the strengths of people
with aphasia (eg, RA leaving a coloured dot on a wall
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chart as the participant’s preferred way to remember the
next assessment visit).

A promising finding was that people with severe
aphasia were enabled to participate. People with severe
aphasia have worse quality of life than people with mild—
moderate aphasia* yet struggle to access mental health
services due to their language difficulties.'* SLTs may have
an important role in supporting the well-being of those
with more profound communication disabilities. The
stepped care model suggests that it may be appropriate
for stroke healthcare professionals, such as SLIT5, to offer
brief psychological therapies, so long as they are appropri-
ately trained and supervised.*” In line with this model, the
current study found that SLTs valued ongoing specialist
support, particularly for managing more complex psycho-
logical situations (severe distress and family tensions).

As the study was not designed to determine effec-
tiveness and the groups were potentially imbalanced at
baseline, caution should be exercised in interpreting
differences between groups. There is some modest indi-
cation that those with low—moderate well-being at base-
line potentially derived more benefit than those with high
well-being at baseline, although this may reflect a ceiling
effect for participants with high well-being. Nonetheless,
there is some triangulatory evidence from the qualitative
data to support this pattern. A subgroup of participants
with high well-being prior to therapy were described by
the SOFIA therapists as ‘content in themselves’: thera-
pists considered that this group was least likely to make
sustained gains due to the therapy. By contrast, therapy
was perceived to have made the most difference for
participants perceived as ‘stuck’ or at a ‘low ebb’ at the
start of therapy. This pattern was also found in participant
interviews.’

Overall, both groups improved on the GHQ-12 mood
measure. Although the trial was underpowered, the
difference between groups at 3 months appeared to
favour the intervention group. This difference was not
maintained at 6 months potentially because the inter-
vention group, on average, had achieved normal mood
scores by 3 months (maintained at 6 months), while the
control group continued to improve. The phenomenon
of a wait-list group improving has been observed in other
wait-list trials.** Within aphasia research, two studies
using the wait-list design reported significant improve-
ments in confidence® and quality of life*® during the
waiting period for the control group. Anticipation of
future therapy may have engendered hope, improving
mood. Alternatively, it has been argued that the process of
assessing mood within a trial heightens a person’s aware-
ness of their low mood, leading them to activate internal
and external coping mechanisms."” Within SOFIA, there
were anecdotal reports of participants’ families rallying
around while they waited for the therapy (eg, organising
an allotment and increasing contact). It may also relate to
the assessment visits which some participants described
as therapeutic. While this may have benefitted reten-
tion and resonates with a humane approach to outcome

measurement, assessment visits were not anticipated to
be therapeutic. This arguably deserves further reflection
and research. It may be that regular (3 monthly) visits
from a concerned and skilled listener is a valid therapy
in itself.

A strength of the trial was the use of qualitative as well
as quantitative data to provide nuanced answers to the
research questions.”® For example, interviewing local
collaborators gave context on successful recruitment
processes. A further strength was the measures taken
to provide reassurance as to the trustworthiness of the
qualitative data analysis (second analyst independently
drawing themes from the data and member checking).
A weakness of the trial is that although family members
were invited to participate in therapy sessions, they were
not research participants, and so their views on the
therapy could not be captured. A further weakness was
that the principal investigator conducted some of the
interviews, which could have led to bias. We acknowledge
we would have gained a greater understanding of partic-
ipants’ aphasia had we used a full language assessment
such as the Western Aphasia Battery-Revised* at baseline
rather than a screening measure. Choice of assessments,
and how best to measure outcomes, is a challenge within
stroke rehabilitation research®: choosing measures that
capture reported change and balancing the benefits
of gaining additional information against respondent
burden. Some of the changes described by participants
in the qualitative interviews spanned physical, psychoso-
cial and communication domains (eg, increased inde-
pendence and confidence talking, improved mood and
relationships)®': using a quality of life measure, such as
the Stroke and Aphasia Quality of Life Scale-39,”" may
have picked up these changes. Finally, a main theme from
the qualitative interviews was the importance of the thera-
peutic relationship: a future trial could explore this more
fully using the Aphasia and Stroke Therapeutic Alliance
Measure,” a measure specifically developed for this client
group.

Learning points for a future trial include clarifying
more explicitly with potential participants that the inter-
vention is focusing on psychological rather than language
work, potentially targeting the intervention at people
with low-moderate well-being and considering how best
to support clinicians when working with distressed partici-
pants. In terms of dosage, there was little variation: almost
all participants elected to have all six sessions. From the
qualitative interviews with participants, many suggested
they would have preferred more individualised dosage,
potentially spaced over a longer period of time.*" Alter-
native study designs that address some of the disadvan-
tages of the waitlist design could be considered, such as
randomising clusters rather than individuals potentially
using a stepped wedge design or randomising individuals
to alternative interventions. Future research may also
consider whether the therapy can be adapted for online
delivery: this may inform both future research as well as
clinical implementation.
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The SOFIA trial satisfied all prespecified progression
criteria. It is encouraging that trial clinicians were able
to adapt SFBT so that it was linguistically accessible and
highly acceptable to participants, including people with
severe aphasia. These promising feasibility results suggest
it is worth exploring clinical effectiveness in a future
definitive trial. Since this research shows it is feasible
to adapt a language-based psychological intervention,
a major clinical implication is that people with aphasia,
including severe aphasia, should have equitable access to
appropriate mental health support.
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