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Abstract

Objective: To determine the feasibility and acceptability of peer-befriending, for people with aphasia.
Design: Single-blind, parallel-group feasibility randomised controlled trial comparing usual care to usual
care + peer-befriending.

Participants and setting: People with aphasia post-stroke and low levels of distress, recruited from 5
NHS Hospitals and linked community services; their significant others; and |10 befrienders recruited from
community.

Intervention: Six |-hour peer-befriending visits over three months.

Main measures: Feasibility parameters included proportion eligible of those screened; proportion
consented; missing data; consent and attrition rates. Acceptability was explored through qualitative
interviews. Outcomes for participants and significant others were measured at baseline, 4- and 10-months;
for peer-befrienders before training and after one/two cycles of befriending.

Results: Of 738 patients identified, 75 were eligible of 89 fully screened (84%), 62 consented (83% of
eligible) and 56 randomised. Attrition was 16%. Adherence was high (93% attended =2 sessions, 81%
all six). The difference at I0months on the GHQ-12 was 1.23 points on average lower/better in the
intervention arm (95% CI 0.17, —2.63). There was an 88% decrease in the odds of GHQ-12 caseness
(95% CI1 0.01, 1.01). Fourty-eight significant others and 10 peer-befrienders took part. Procedures and
outcome measures were acceptable. Serious adverse events were few (n= 10, none for significant others
and peer-befrienders) and unrelated.
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Conclusions: SUPERB peer-befriending for people with aphasia post-stroke experiencing low levels of
distress was feasible. There was preliminary evidence of benefit in terms of depression. Peer-befriending
is a suitable intervention to explore further in a definitive trial.

Clinical trial registration-URL: http://www.clinicaltrials.gov Unique identifier: NCT02947776
Subject terms: Translational research, mental health, rehabilitation, quality and outcomes, stroke
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Introduction

The communication disability of aphasia affects
about a third of the acute stroke population and
16%-30% in the long-term.! The psychological
needs of people with aphasia seem greater than in
general stroke, with a reported 62% rate of depres-
sion one year post-stroke.> Depression post-stroke
is associated with worse rehabilitation outcomes,
increased carer strain, increased healthcare utilisa-
tion and higher mortality.>> Despite the greater
needs of people with aphasia, they are often
excluded from mental health interventions due to
their communication difficulties® and from trials on
the effectiveness of psychological therapies for
post-stroke depression.” There is pressing need to
systematically evaluate interventions to improve
wellbeing for people with aphasia.

Interventions for people with aphasia with no/
mild mood problems that avert some of the long-
term psychological consequences of stroke may
prevent the need for more complex and costly psy-
chological therapies. In this study we explored one
such intervention, peer-befriending. Compared to
group peer-support, which is common after stroke,
one-to-one peer-befriending may be more suitable
for those with limited mobility and/or aphasia and
reduced capacity or confidence to get out of the
house. Peer-befriending in stroke has only been
evaluated within a hospital setting and excluded
people with severe aphasia.® Peer-befrienders can
offer empathy, support, companionship, hope and
share experiences and ideas about how to cope.’ In
a meta-analysis of befriending across different pop-
ulations, significant positive effects were reported
on depressive symptoms (standardised mean differ-
ence —0.27, 95% CI —0.48, —0.06).1°

This is the first trial of peer-befriending for peo-
ple with aphasia. We explored the feasibility of
peer-befriending for people with aphasia and low
levels of distress, recruited at a time of increased
need - when they are discharged from hospital and
active care is withdrawn."" Given that peer-
befriending has the potential to impact not just peo-
ple with aphasia receiving it, but also their
significant others and the peer-befrienders them-
selves, we considered all three of these groups in
our study. Specifically, SUPERB addressed the fol-
lowing objectives:

1. Explore the feasibility of a phase-IIl RCT
based on (a) feasibility of recruitment and
retention, (b) acceptability of research proce-
dures and outcome measures, (c) acceptability
of usual care + peer-befriending (Peer) versus
usual care control (Usual), (d) documentation
of usual care and (e) treatment fidelity of
peer-befriending.

2. Explore psychological and social wellbeing
outcomes as outcomes in a definitive trial for
(a) people with aphasia receiving Peer versus
Usual, (b) their significant others and (c)
peer-befrienders.

3. Explore the feasibility of a full economic eval-
uation of Peer versus Usual.

Here we report on the main feasibility outcomes
of the trial, that is, feasibility of recruitment and
retention, acceptability of research procedures and
outcome measures and clinical outcomes. SUPERB
included a nested qualitative study (1b—c), an
exploration of treatment fidelity (1e) and a health
economic evaluation (1d, 3) not reported here; only
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data on the acceptability of study procedures and
outcome measures (1b) from the qualitative study
are included.

Methods

SUPERB was a single-blind parallel-group feasi-
bility trial with follow-up assessments at 4- and
10-months post-randomisation. Participants were
recruited April 2017-October 2018. Ten-month
follow-up was completed in August 2019. The trial
wasregistered at clinicaltrials.gov (NCT02947776).
The trial protocol was published in January 2019'2
with detailed description of the trial methods; a
summary is provided here. Ethical approval was
granted by the London Bloomsbury National
Health Service ethics committee (ref 16/LO/2187).
SUPERB was funded by The Stroke Association.
City, University of London was the research spon-
sor. Reporting follows the CONSORT 2010
Statement: extension to randomised pilot and feasi-
bility trials.

We recruited participants from hospitals within
North London boroughs, linked community ser-
vices and GP practices. Participants provided
informed written consent. Baseline assessments
were completed when people with aphasia were
discharged from hospital to the community and
where applicable had completed intensive rehabili-
tation (early supported discharge). Due to this time
interval between screening and involvement in the
study for those recruited from hospitals, partici-
pants received a second screen in the community if
they had expressed an interest in the study but had
not met, while in hospital, specific eligibility crite-
ria that could change (e.g. borderline cut-off for
low distress; vision and hearing problems that
could be corrected).

Participants were eligible if they were:
>18years old; pre-morbidly fluent in English;
diagnosed with aphasia due to stroke; experienc-
ing low levels of distress (based on Depression
Intensity Scale Circles (DISCS)"? cut-offs). Those
experiencing higher levels of distress, either
received or were referred on for more appropriate
psychological support. Exclusion criteria com-
prised: diagnosed with conditions effecting cogni-
tion or mental health; experiencing severe

uncorrected visual or hearing problems; diagnosed
with severe or potentially terminal co-morbidities;
and discharged outside of the borough of the
recruiting hospital. Participants nominated a sig-
nificant other, their closest confidant, to take part
but this did not affect eligibility of the participant.
Peer-befrienders were people with mild-moderate
aphasia and =1-year post-stroke, nominated by
community services and screened by the trial man-
ager. The same exclusion criteria applied to sig-
nificant others and peer-befrienders, bar discharge
destination. All peer-befrienders and a purposive
sample of participants (#=20, 10 from each arm)
and significant others (n=10, 5 from each arm)
also took part in qualitative interviews.

Randomisation of participants in a 1:1 Peer to
Usual ratio via an independent randomisation ser-
vice at King’s Clinical Trials Unit utilising minimi-
sation with a random component occurred following
baseline assessments. Minimisation stratifiers were:
severity of aphasia (Western Aphasia Battery-
Revised (WAB-R)'“ cut-offs), recruitment area
(Hackney, Tower Hamlets, Camden & Islington)
and physical mobility (wheelchair-user or not).

To minimise participant unblinding, a two-stage
consent process was followed.!? All participants
consented to a study on adjustment post-stroke;
with comparison of different packages of care
without specifics regarding the intervention. Those
randomised to Peer were then provided with full
intervention details and further consent sought.
The trial statisticians remained partially blind (only
aware of coded trial arm) until the main analysis
code was written and reviewed. Outcome assessors
were blind to treatment allocation.

All participants received usual care, that is, all
health and social care and voluntary services avail-
able within their boroughs. This was documented
using the Client Service Receipt Inventory' and is
reported elsewhere.

Participants in Peer were visited by trained, reg-
ularly supervised peer-befrienders in their homes
six times over three months (sessions lasting
approximately one hour). Two optional sessions
were offered at the end of this period to aid transi-
tion to the end of peer-befriending. Pairings took
account of preferences around interests, cultural
factors, gender and age. In the first meeting possible
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goals and the schedule of visits was discussed.
Subsequent visits included conversation, problem-
solving, trips out, for example, to a local group and
joint activities. Full details of the intervention,
including peer-befriender training, are in the proto-
col TIDieR checklist.!?

Feasibility outcomes comprised: proportion eli-
gible of those screened; proportion who consent of
those eligible; rate of eligibility, consent and
recruitment (participants randomised) per month;
frequency and proportion of people consented who
withdraw (overall, by study group, before/after
randomisation and specifically those in Peer who
decline consent at the second stage). Acceptability
of study procedures and outcome measures was
based on completion rates, adverse events and
qualitative interviews.

At baseline, 4- and 10-months post-randomisa-
tion, outcomes for likely use in a definitive trial
were measured face-to-face with participants with
aphasia and befrienders and face-to-face, over the
phone or by email/post from significant others. To
ensure participants with aphasia would be able to
complete the measures used, assessors were expe-
rienced in communicating with people with apha-
sia, they were trained on the outcome measures and
they used assessment packs with scripted instruc-
tions. Moreover, with the exception of the wellbe-
ing measure below, we used measures that have
been either validated with people with aphasia or
successfully used with them in previous research
studies. Lastly, the presentation of measures was
modified to make them more aphasia friendly (e.g.
key words in bold, few items per page).

Participants with aphasia completed:

e General Health Questionnaire-12 (GHQ-12),'¢
using 0—0—1-1 scoring (primary outcome).

e DISCS (primary outcome if there is =10%
missing data in the GHQ-12 due to aphasia
severity).

e Proportion with high (score =3) versus low
distress (score 0-2) on GHQ-12.

e Short Warwick Edinburgh Mental Wellbeing
Scale-7.17

e Communication Participation Item Bank. '

e Community Integration Questionnaire —
Adapted."”

e Communication Confidence Rating Scale for
people with Aphasia.?’
Friendship Scale.?!

At the same timepoints significant others com-
pleted the Warwick Edinburgh Mental Wellbeing
Scale,?”? GHQ-28'® with 0-0-1-1 scoring and the
Bakas Caregiving Outcome Scale).”> Qutcomes
for peer-befrienders were collected at baseline
and on completion of two befriending cycles (one,
if completing only one): Warwick Edinburgh
Mental Wellbeing Scale, Community Integration
Questionnaire — Adapted, General Self-Efficacy
Scale.?* The GHQ-12 was also completed by
peer-befrienders as a safety measure to monitor
distress.

We planned to recruit 60 participants with apha-
sia (30per arm). This sample size was adequate to
estimate parameters to inform the design and sam-
ple size of a full trial and met recommendations for
feasibility studies.”> We recruited 62 and ran-
domised 56 participants. We planned to recruit and
recruited 10 peer-befrienders.

In terms of data analysis, feasibility outcomes
were estimated as frequencies and proportions
(with associated binomial exact 95% confidence
intervals [CI]) or rates (with Poisson 95% CI) as
appropriate using the CONSORT diagram.
Potential future trial outcomes were summarised
overall and by arm and time point using means and
standard deviations (SDs) or medians and inter-
quartile ranges (IQRs) as appropriate.

The differences in mean outcomes between
those randomised to Peer and Usual by intention to
treat at 4- and 10-months post randomisation and
associated 95% CI were estimated using linear
mixed models with maximum likelihood estima-
tion and a random effect for participant. Dependent
variables were post-treatment measures of the out-
come at 4 and 10 months. Fixed effects comprised
baseline measures of the outcome; trial arm; ran-
domisation stratifiers (mobility, severity, site; and a
dummy variable for time); a trial arm x time inter-
action term; and education and ethnicity, which
were potentially unbalanced at baseline (decided
posthoc). No formal significance tests were carried
out. Effect sizes were calculated by dividing the
mean differences by respective baseline SDs over
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the whole sample, to enable comparisons across
measures and time points in baseline SD units.

The arms were compared on dichotomised
GHQ-12 caseness (high distress=score =3, low
distress=score 0-2) using odds ratios estimated
from mixed effects logistic regression with the
same fixed effects and random intercept as for the
linear regression.

The GHQ-12 intra-class correlation coefficient
(ICC) was also calculated to investigate the cluster-
ing of participants in the intervention arm who
were seen by the same peer-befriender using a lin-
ear mixed effects model with the 4- and 10-months
post-randomisation measures as dependent varia-
bles and a random intercept for befriender.

A per protocol analysis was also carried out
removing seven participants from the PEER arm
who declined consent at the second stage or
attended fewer than six peer-befriending sessions.

Peer-befriender outcomes before and after
befriending were summarised as mean differences
pre and post and 95% CI for the 10 peer-befriend-
ers who took part in the study.

All statistical analyses were completed using
Stata, version 15. Qualitative interviews were tran-
scribed verbatim and analysed using Framework
Analysis.?® Further details are provided elsewhere.'?

SUPERB involved active patient, carer and
public involvement (PCPI). While developing the
proposal for this study, six people with aphasia
reviewed and influenced our plans. Prior to recruit-
ment, SUPERB had a six-month development
phase, where six consultants with aphasia experi-
enced in peer-befriending advised on: criteria for a
peer-befriender, outcome measures, design of
information sheets and consent forms, peer-
befriending training manual and handbook and
content of qualitative interviews. Lastly, during the
course of the trial, a user group of four people with
aphasia and one significant other advised on man-
agement issues, the implications of the findings
and dissemination to the stroke community.

Results

Figure 1 (CONSORT diagram) shows participants
journey through the study, including numbers

identified, screened and randomised. The most
common reasons for not fully screening those
identified were living out of area, other mental
health/cognition problems and comorbidities. The
main reasons for ineligibility of those screened
were declining consent and high emotional dis-
tress. For peer-befriender flow in the study, see
Supplemental Material, Figure 1. Of 12 eligible
peer-befrienders, 2 withdrew consent for personal
reasons; 10 completed all peer-befriending and
follow-up assessments.

Table 1 shows the baseline characteristics of the
participants with aphasia. There were no missing
baseline data at the question or scale level. Ethnicity
and education level may be imbalanced between
arms (more participants in Usual were white and
with a university degree). A quarter of the sample
had very severe/severe, and two-thirds mild apha-
sia. Almost half the participants had moderate or
severe cognitive impairment (Cognitive-Linguistic
Quick Test).?’

Fourty-eight participants had significant others
who also consented. The majority were female
(n=33), white (n=32) and spouses/partners
(n=17) or children (n=15) of the participant. Peer-
befrienders were predominately female (n=8),
white (n=6) and had suffered an ischaemic stroke
(n=06) in the left hemisphere (n=7).

Demographic information capturing work, liv-
ing and marital status was collected at all time-
points for participant groups to document change
and appeared stable throughout the study
(Supplemental Material Tables I and II).

Adherence to the intervention was high, with 24
(92%) attending at least two sessions and 21 (81%)
attending all six. Sessions 7 and 8 were optional
and had low uptake. Only three sessions were can-
celled; 98% of sessions happened either as planned
(n=116) or rescheduled (n=27).

Table 2 details the feasibility results. The pro-
portion of those identified as potential participants
that were found to be eligible was somewhat low
at 10%; however, 84% of the individuals that were
screened were eligible, with 83% of those eligible
consenting to take part. The rate of consent was
3.4 participants per month and once consented
there was a low proportion of withdrawals (7%).
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Excluded (n=649)
. Not fluent English (n= 59)
. Other cognition/mental

l Identified (n=738)

health diagnoses (n=152)
. Visual/hearing problem
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. Other diag (n=1)

A

Not interested (n= 38)
Not screened (n=27)

. Other cognition/mental
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. Not fluent English (n=1)

. Declined consent (n=13) y
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\ 4
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. Withdrew consent (n=6)

’ Consent into trial from 2™ screen (n=4) ‘

|

v

| Baseline questionnaires completed (n=56) ]

A

| Randomised (n= 56) I

[

v

I Allocated to Usual (n=28) |

Withdrawn (n=2)

. Death of participant with
aphasia (n=1)

. Participant no longer <
wishes to have data
collected (n=1)

Unable to collect data (n=1)
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aphasia (n=1)

A 4

Figure |. Participant CONSORT diagram.

Although all 28 in Peer consented to data collec-
tion, at the second stage of consent, two did not
consent to the intervention.

In terms of acceptability of study procedures and
outcome measure, as well as good retention of par-
ticipants and low missing data, acceptability was
also evidenced by data being collected within
*14days of due date for 80% of participants at
4-months and 79% at 10-months; and 65% of sig-
nificant others at both timepoints. Three instances of

assessor unblinding occurred, all post-assessment;
where applicable the assessor was changed for next
assessment timepoint. Nine adverse events were
recorded for participants; six were unrelated to the
study, three related to outcome assessments: two
participants got upset during an assessment; one sig-
nificant other worried that some questions may
upset the participant. One significant other got
upset during one assessment. Three peer-befrienders
scored >2 on the GHQ-12 after befriending, but did
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Table |. Participant baseline characteristics.
Usual N=28 Peer N=28 Overall N=56
N (%)
Age, mean (SD) 69.7 (13.4) 70.5 (13.7) 70.1 (13.4)
Gender Female 14 (50.0) 13 (46.4) 27 (48.2)
Recruited from Community 13 (46.4) 19 (67.9) 32 (57.1)
Hospital 15 (53.6) 9 (32.1) 24 (42.9)
Ethnicity Asian 1 (3.6) 1 (3.6) 2 (3.6)
Black 3 (10.7) 11 (39.3) 14 (25.0)
White 23 (82.1) 15 (53.6) 38 (67.9)
Mixed I (3.6) 1 (3.6) 2 (3.6)
Work prior to stroke Full-time 4 (14.3) 5(17.9) 9 (l6.l)
Part-time 2 (7.1) 1 (3.6) 3(54)
Retired 20 (71.4) 19 (67.9) 39 (69.6)
Looking after home 0 (0.0) | (3.6) 1 (1.8)
Unemployed 2(7.1) 2(7.1) 4(7.1)
Education Did not finish school 9 (32.1) 9 (32.1) 18 (32.1)
Finished school 8 (28.6) 9 (32.1) 17 (30.4)
Further education 4 (14.3) 5(17.9) 9 (l6.1)
qualification
University degree 7 (25.0) 5(17.9) 12 (21.4)
Stroke type Ischaemic 23 (82.1) 23 (82.1) 46 (82.1)
Haemorrhagic 5(17.9) 2 (7.1) 7 (12.5)
Both 0 (0.0) 3 (10.7) 3(54)
Stroke class Total anterior circulation 4 (14.3) 5(17.9) 9 (l6.1)
Partial anterior circulation 21 (75.0) 21 (75.0) 42 (75.0)
Posterior circulation | (3.6) 2(7.1) 3(54)
Lacunar 2 (7.1) 0 (0.0 2 (3.6)
Stroke hemisphere Left 22 (78.6) 27 (96.4) 49 (87.5)
Right 6 (21.4) 1 (3.6) 7 (12.5)
Time post stroke, days, 37 (8.5-83.5) 48 (21.5-86.5) 39.5 (15-86.5)
median (IQR)
Aphasia quotient (Western 70.3 (29.0) 73.1 (24.2) 71.7 (26.5)
Aphasia Battery-R)
Aphasia severity Very severe/severe 7 (25.0) 7 (25.0) 14 (25.0)
Moderate 2 (7.1) 3 (10.7) 5(8.9)
Mild 19 (67.9) 18 (64.3) 37 (66.1)
Cognition (Cognitive Severe 3 (10.7) 7 (25.0) 10 (17.9)
Linguistic Quick Test) Moderate 10 (35.7) 7 (25.0) 17 (30.4)
Mild 7 (25.0) 9 (32.1) 16 (28.6)
Normal limits 8 (28.6) 5(17.9) 13 (23.2)

not self-report high distress and were positive about
the intervention. There were no adverse events
related to the intervention.

Acceptability was also probed within qualita-
tive interviews. In terms of consent, there was no

indication that participants regretted consenting or
felt uninformed. A strong theme from participants
with aphasia and significant others was a desire to
contribute to research, both for their personal ben-
efit and that of others; that they should ‘do their bit’
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Table 2. Feasibility outcomes.

Proportion (%)/ Numbers
rate [CI]
Proportion eligible of those identified 10.2 [8.1, 12.6] 75/738
Proportion eligible of those screened 84.3 [75.0,91.1] 75/89
At first screen 79.8 [70.0, 87.6] 71/89
At second screen 4.50 [1.2, 11.1] 4/89
Rate of eligible/month 4.2 [3.3,5.2] 75
Proportion who consent of those eligible 82.7 [72.2, 90.4] 62/75
Rate of consent/month 3.4 2.6, 4.4] 62
Rate of recruitment (randomisations)/month 3.1 [24, 4.0] 56
Proportion of withdrawals 16.1 [8.0, 27.7] 10/62
Before randomisation 9.7 [3.6, 19.9] 6/62
After randomisation
Usual 10.7 [2.3, 28.2] 3/28
Peer 3.6 [0.1, 18.3] 1/28
Second stage consent in Peer 0 0/28
Second stage consent in Peer from intervention 7.1 [0.9, 23.5] 2/28
Overall (of those randomised) 7.1 2.0, 17.2] 4/56
Overall (of those consented) 6.5[1.8, 15.7] 4/62

or ‘give something back.” Peer befrienders spoke
of wanting to use their own experiences to help
others. Recollection of assessments was variable.
Participants appreciated researchers providing
clarifications and breaks as needed. Overall, meas-
ures were considered appropriate and the time
taken for completion acceptable. Participants per-
ceived the logistics of the study, for example,
arranging appointments, as straightforward. Peer-
befrienders also found the study processes accept-
able and considered the regular supervision and
availability of one-to-one support indispensable.
The high attendance of supervision confirmed this:
the median (IQR) number of group sessions
attended was 14 (8.0—18.0) out of 25, and 7.5 (7.0—
8.0) individual sessions (total 77).

Table 3 shows the participant outcome data over
trial timepoints. Table 4 details estimates of the com-
parison between Peer and Usual. The difference (CI)
between groups at 10-months on the GHQ-12 was
1.23points on average lower/better in Peer (0.17,
—2.63). The categorical GHQ-12 indicated an 88%
decrease in the odds of caseness (0.01, 1.01). The
Community Integration Questionnaire favoured
Usual, though the CI only just excluded a difference

of zero. The friendship and communication partici-
pation measures showed a small benefit of the inter-
vention, as did the depression and wellbeing
measures but only at four-months; these comparisons
should be interpreted cautiously as a difference of
zero cannot be ruled out. Communication confidence
showed no difference between groups. The differ-
ences between groups in the per-protocol population
were similar (Supplemental Material, Table III).

Supplemental Figure 2 presents standardised
estimated differences (numbers in Table IV,
Supplemental Material). The largest effect at
10-months was for GHQ-12, with a moderate effect
size, however, the CI is wide. Most other effect
sizes at both 4- and 10-months were small.

The 4-month GHQ-12 scores ICC in the inter-
vention arm was negligible (<0.0001) and at
10-months was 0.14 (CI 0.004, 0.86).

Significant other and peer-befriender outcomes
are detailed in Supplemental Material Tables V and
VI. Significant other outcomes were similar
between groups. The largest effect size, which was
still small, was for wellbeing at 4-months (0.26, CI
—0.22, 0.73). There were no differences in out-
comes for peer-befrienders.
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Table 4. Estimated differences between peer and usual arms.

4 months

|0 months

Estimate Cl Estimate Cl

General Health Questionnaire-12 (GHQ-12)
GHQ-12 categorical (odds ratio)

Depression Intensity Scale Circles

Friendship scale

Communication Participation Item Bank
Community Integration Questionnaire

Short Warwick Edinburgh Mental Well-Being Scale
Communication Confidence Rating Scale for Aphasia

-0.68 [-2.08,073] -123 [-2.63,0.17]
0.73 [0.14, 3.91] 0.12 [0.01, 1.01]
0.19 [-0.40,0.78]  -0.18 [-0.77, 0.42]

-1.18 [-3.56, 1.20]  —0.65 [-3.03, 1.73]
1.39 [-2.14, 4.93] 227 [-1.26, 5.80]

-1.84 [-3.50,-0.17] —1.63 [-3.30, —0.04]
0.93 [-150,336]  —0.62 [-3.05, 1.82]

-0.20 [-2.83,243]  -0.19 [-2.84, 2.45]

Estimates represent point differences on the scales between Peer and Usual arms after adjusting for baseline scores. A lower
score shows a clinical improvement on the GHQ-12, Depression Intensity Scale Circles and Friendship scale. A higher score
shows a clinical improvement on the Communication Participation ltem Bank, Community Integration Questionnaire, Short

Warwick Edinburgh Mental Well-Being Scale and Communication Confidence Rating Scale for Aphasia.

In terms of safety data, the mean GHQ-12 score
for befrienders went up from 0.8 before to 2.0 after
befriending (mean difference 1.2, CI —0.22, 2.62).
This may be indicative of an increase in befriender
distress, although it is still below the cut-off of
three for high distress. There were few serious
adverse events (n=10) reported for the participants
(six in Usual, four in Peer), all considered unre-
lated to the study. No serious adverse events were
reported for significant others or peer-befrienders.

Discussion

We explored the feasibility of a definitive RCT of
peer-befriending for people with aphasia post-
stroke and low levels of distress, recruited at a time
of increased need, when active care is withdrawn.
Our sample had a good socioeconomic and ethnic
mix and seemed representative of the population it
was drawn from. It was very similar in average age
and proportion of male, white and manual workers
to the South London Stroke Register population.?®
Overall, it was feasible to recruit participants (peo-
ple with aphasia, significant others, peer-befriend-
ers) and retain them in the study, participants were
able to complete all outcome measures, adherence
to the intervention was high and study procedures
and outcome measures were acceptable.

High adherence to the intervention and the small
number of cancelled sessions provide evidence of

intervention acceptability, as does the lack of attri-
tion inflation despite the two-stage consent pro-
cess. Intervention acceptability is explored further
in a separate qualitative report. Informed by exten-
sive user involvement, study procedures and out-
come measures were acceptable to participants, as
evidenced by qualitative data, low attrition and
high completion rates. The discrepancy between
overall and post-consent attrition stems mostly
from the time interval between first approach/ver-
bal consent to the study, which for most partici-
pants happened while they were still in hospital
and randomisation/actual involvement in the study,
when people were in the community.

A lot of work went into keeping participants
engaged with the study, with quarterly newsletters,
seasonal cards and text/phone calls between assess-
ment points, one week and one day before assess-
ment sessions. Nevertheless, ~20% of assessment
sessions for participants and ~35% for significant
others happened outside the *14days window.
Many of these would probably not have happened
if it were not for the perseverance and rapport of
the trial manager with study participants, which
has resource implications for a larger/multicentre
trial. The excellent completion rates on outcome
measures, despite 25% of participants having
severe aphasia, were ensured by having assessors
experienced in communicating with people with
aphasia, training them on the outcome measures
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used, using assessment packs with scripted instruc-
tions and modifying the presentation of measures
to make them more aphasia-friendly.'?

With the exception of proportion eligible of
those identified, the feasibility parameters were
positive. This should not mask the challenges of
recruitment. In a systematic review of the effi-
ciency of recruitment to stroke trials (512 RCTs,
n=28,804), a third of those screened consented
(median 34%, IQR 14-61), 1.5 participants (IQR
0.71-3.22) per site per month were recruited and
6% (IQR 0-13) dropped out. A higher proportion
of those screened in the community (48%) and
=6 months post-stroke (47%) were recruited com-
pared to those screened in hospital (27%) and <1
month of stroke (23%).2” To meet our targets, we
provided training to recruiting staff in sites not just
on our study’s criteria but also on consenting pro-
cesses with people with aphasia, which was posi-
tively received. We also contacted sites monthly to
monitor targets. These processes should be taken
forward in a definitive trial. Moreover, we extended
our recruitment period from 12 to 18 months and
the recruitment sites from hospitals to community
services and GP practices. Such approaches have
also been highlighted in other aphasia trials.?%3!

Though the outcome data are only indicative in
this feasibility study, they are encouraging particu-
larly for the primary outcome, with lower levels of
distress for those receiving peer-befriending. At
10-months 11% had high distress in Peer versus
40% in Usual. Moreover, the GHQ-12 was more
discriminatory in the longer term. Whether this is a
true effect needs to be determined in a definitive
trial. Nevertheless, it speaks for the intended ben-
efits of peer-befriending: to help people with low/
sub-threshold distress, through emotional and
social support, build their own resources to manage
their condition and thus reduce or prevent depres-
sive symptoms.!°

A feature of peer-befriending is that the inter-
vention provider is not a health professional or
healthy volunteer, but a service user, here a person
with aphasia. This creates opportunities but also
additional demands. There is the unique opportu-
nity of benefit not only for the person receiving but
also the person delivering the intervention. Given
the small number of befrienders in our trial, no

change was detected in outcome measures. Their
experiences were explored in qualitative inter-
views, where a main theme was that befrienders
found involvement valuable and rewarding, it ena-
bled them to feel they were making a difference
and to reconnect with aspects of their pre-stroke
identity. They also described a number of chal-
lenges and relied on supervision to handle these.*
Despite regular support, an increase in GHQ-12
scores occurred. Though this may be a chance find-
ing, it points to the need for regular supervision/
support in a future trial and safety checks to ensure
befriender wellbeing.

Strengths of the study included involvement of
a Clinical Trials Unit and rigorous conduct to the
standard of a definitive trial. We recruited and
retained a substantial proportion of people with
severe aphasia, which is uncommon in aphasia
psychological interventions. Lastly, we offered a
system of support that enabled peer-befrienders to
successfully deliver the intervention.

In terms of limitations, a low proportion of those
identified were eligible. In a future trial, having
multiple sites and training more befrienders across
different locations will prevent losing participants
for living out of area. We used a usual-care control
arm. Findings would be augmented by further stud-
ies comparing peer-befriending with alternative
psychological interventions. Restrictions created by
COVID-19 might suggest an online peer-befriend-
ing compared to face-to-face might be instructive.

We have demonstrated it was feasible to recruit
participants with aphasia, significant others and
peer-befrienders and retain them in the study;
adherence to the intervention was good; and study
procedures and outcome measures were accepta-
ble to participants. All this was ensured by exten-
sive PCPI before and during the trial; employing
researchers with expertise in communicating with
people with aphasia; and processes highlighted
above to maximise engagement of sites, recruiters
and participants in the study. Important estimates
of attrition and ICC were calculated for a sample
size calculation in a definitive study. There was
preliminary evidence of benefit of peer-befriend-
ing, particularly for mood in the longer term. Peer-
befriending is a promising intervention to reduce/
prevent depression in the long-term post-stroke
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and worth exploring in a definitive trial for people
with aphasia and low/sub-threshold levels of
distress.

Clinical messages

e [t is feasible to deliver a peer-befriending
intervention for people with aphasia at a
time of increased need - when they are dis-
charged from hospital and active care is
withdrawn

e Peer-befrienders need training and ongo-
ing supervision and support to effectively
deliver the intervention
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