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ABSTRACT

Introduction The objective of this study is to conduct a
pilot randomised controlled trial (RCT) of the Ontario Brain
Injury Association (OBIA) Peer Support Program. The RCT is
designed to evaluate the effectiveness and dose—response
of the Peer Support Program in improving participation and
mood for people with moderate-to-severe traumatic brain
injury compared with a wait-list control group.

Methods and analysis The proposed research is a
three-phase, mixed methods pilot RCT. Consistent with

an integrated knowledge translation approach, the

study design has been informed in consultation with

the knowledge user (ie, OBIA). It will include an initial
qualitative examination of barriers and enablers to the
trial implementation (phase 1), a pilot RCT (phase 2)

and conclude with a qualitative component (phase 3). A
qualitative descriptive approach will be adopted for both
qualitative phases of the study (n=20-25) and thematic
analysis will be used. The 6 months phase-2 trial will be
conducted with 60 participants. These participants will

be randomised to one of three groups: a twice a week
programme (n=20), a once a week programme (n=20)

or the wait-list control group (n=20). The feasibility of
participant recruitment and retention, data collection, as
well as participant adherence to the OBIA Peer Support
Program will be evaluated. The primary outcome measure
will be participation, as measured by the Participation
Assessment with Recombined Tools—Objective. Other
proposed outcomes of interest will include mood, health-
related quality of life and self-efficacy.

Ethics and dissemination Ethics approval will be
obtained from the principal author’s institution (University
Health Network Research Ethics Board). The results of this
study will inform the development of a larger scale RCT
and will inform future iterations of the OBIA Peer Support
Program including a revised programme curriculum.

Trial registration number NCT03450460; Pre-results.

INTRODUCTION

The WHO estimates 10million people per
year are affected by a traumatic brain injury
(TBI)." The majority (>70%) of people
with  moderate-to-severe TBI experience

Strengths and limitations of this study

» The use of an integrated knowledge translation ap-
proach, including consultation with Ontario Brain
Injury Association (OBIA), will enhance the relevance
of the findings.

» By interviewing stakeholders including individuals
with traumatic brain injury, caregivers, mentors,
OBIA staff members who are a part of the peer sup-
port programme, the enablers and barriers to the
implementation of the protocol will be determined.

» The use of a multistage, intervention mixed-methods
framework will enhance the findings of the study.

» While the wait-list control mirrors the usual process
of joining the OBIA Peer Support Program, there is
a possibility that participants in this arm of the trial
might get better or worse during the 6 months of
waiting, for reasons we may not be able to identify.

long-term physical, cognitive, emotional and
behavioural challenges.” > Brain injury can
disrupt executive and behavioural function
caused by injury to the frontal and temporal
lobes. Consequently, this injury can decrease
engagement in activities, impair relationships
and cause social isolation among this popu-
lation.” Rehabilitation programmes provided
by interprofessional teams focus on restoring
impairments, the ability to perform activities
of daily living, relationships, work and social
life.”

While the health professionals are experts
in the management of health conditions and
the functional rehabilitation of people living
with brain injury, individuals living with the
effects of brain injury (or peers) are experts
in how to live life with a brain injury. Peer
support is defined as social emotional support
that is provided by individuals with experien-
tial knowledge and similar characteristics to
the recipient.’ Other benefits of peer support
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include informational support and validation.” The peer
supporter or mentor is often considered a positive role
model by the mentee.®®?

There is emerging evidence demonstrating the clin-
ical effectiveness and cost-effectiveness of peer support
services for individuals across a variety of chronic condi-
tions and circumstances,” ** including adults with
diabetes,11 survivors of suicide loss,12 individuals charac-
terised by disadvantage (eg, individuals with substance
abuse issues),"” patients with prostate cancer experi-
encing depressive symptoms,'* as well as smoking cessa-
tion in disadvantaged groups,'’ and prisoners resident in
adult prisons and children resident in Young Offender
Institutions.”” In systematic reviews and meta-analyses
of peer support interventions in a variety of different
populations, inconsistent results are observed (eg, Dale
and colleagues)®' (ie, only some outcomes demonstrate
statistically significant findings). These studies conclude
that further research is required to understand: how to
tailor an intervention according to the needs of particular
individuals, populations and settings; how to best imple-
ment the specific components of a peer support interven-
tion; and the degree of sustainability of the intervention’s
effects. Descriptions of peer support programmes are
heterogeneous and reliant on the type of setting in
which they are provided; programmes also differ from
one-on-one visits to online group discussions. Further-
more, programmes exhibit a variety of design choices
with respect to the training of peer mentors, matches
between the peer mentor and the recipient, frequency of
contact and the timing post diagnosis/injury onset.”**

Effectiveness of peer support programmes in brain injury

Two recent systematic reviews have been conducted on
peer support for individuals with acquired brain injury
undergoing rehabilitation* and peer mentoring interven-
tions for people with TBI.

A systematic review by Wobma and colleagues* found
two low-quality randomised controlled trials (RCTs)
and included a total of 126 individuals with TBL.* ** In
one of the RCTs,” 12 individuals with TBI living in the
community were matched with peer mentors with TBI
and compared with 18 individuals with TBI in a wait-list
control group. Struchen and colleagues® reported signif-
icant improvements in perceived social support, but no
significant differences were found between groups on
social integration, social network size and participation in
meaningful activities. The authors concluded that further
investigation is needed on the role of peer support/
mentorship as an intervention to impact improvements
in social participation® (ie, having an active role in one’s
community or society and engaging with a wider range of
people to enhance the diversity of one’s network).?**” In
the other trial,25 47 individuals with TBI who attended a
peer support programme were compared with a control
group of 49 individuals with TBI. In this trial, the peer
support group demonstrated significant differences in
improved behavioural control, decreased turmoil in

the home, decreased alcohol use and improved coping,
with improved physical quality of life compared with the
control group.

In the second systematic review, conducted by Morris
and colleagues,” six studies met the inclusion criteria. The
review included all study designs that used one-to-one peer
mentoring. All of the included studies had been carried
out in the USA between 1996 and 2012. The authors of
the review found no significant increases in social activity
or network size, but significant improvements were found
in behavioural control, mood, coping and quality of life.
The review concluded that there is insufficient support
for the effectiveness of peer mentoring for individuals
with TBI, and that the evidence that is available is derived
from small studies, which are generally of low quality. The
authors also identified that there was a lack of informa-
tion on the content/‘active ingredients’ and the recom-
mended ‘dosage’ of the programmes. From this review,
it is clear that there remain important gaps that can be
addressed by the proposed research including: under-
standing the ‘active ingredients’® * or mechanisms that
are associated with improved outcomes, examining the
impact of ‘dosage’ of interactions and examining why
previous research has not found an impact on social inte-
gration/participation despite other benefits.

Grounding the evaluation of peer support programmes
in theory could help broaden the understanding of the
‘active ingredients’. For example, peer support may be
grounded in Bandura’s'’ self-efficacy theory, a social
cognitive theory that states that the key predictors of
successful behaviour change are confidence (self-effi-
cacy) in the ability to carry out an action and expectation
that a particular goal will be achieved (outcome expec-
tancy). Self-efficacy is seen as an early step in causal path-
ways of behaviour change in peer support programmes;
increasing self-efficacy is a prerequisite for behaviour
change.'’ Specifically, the potential ‘active ingredients’
of peer support, such as using the mastery experience
of others, role modelling, persuasion and reframing of
physiological and affective states, may be the mechanisms
to support participants’ behaviour changes in this study
(eg, improved social participation, mood and health-re-
lated quality of life (HRQoL))." In a spinal cord injury
context, studies have shown the utility of other theories to
better understand the how and why of peer support.”
These include (1) self-determination theory and its theo-
retical concepts of autonomy, competence and related-
ness,” and (2) transformational leadership, including
idealised influence, inspirational motivation, individ-
ualised consideration and intellectual stimulation.”
Applying such theories in the brain injury context may
also be useful.

To date, no trials on peer support programmes in indi-
viduals with TBI have been conducted in Canada, and
none have sought to determine the ‘active ingredients’
of the programme and/or the ideal ‘dosage’ of peer
support. One candidate peer support programme in the
Canadian context is the Ontario Brain Injury Association
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(OBIA) Peer Support Program. The OBIA Peer Support
Program was introduced in 2006 and is the only formal
peer support programme for individuals with TBI in
Ontario. It is provided by 15 brain injury associations
across the province and coordinated by the OBIA. It is
available at no cost to individuals with TBI and their family
members. This peer support programme was modelled
after the mentoring partnership programme used in the
New York and New Jersey Brain Injury Associations which
was modelled after the parent-to-parent programme.”
In the OBIA programme, mentors are individuals with
a brain injury who help problem solve, and/or provide
knowledge and guidance to a fellow person with a brain
injury. Mentees are referred to as ‘partners’ and are the
recipients of this support.

In the OBIA Peer Support Program, a peer support coor-
dinator screens and interviews potential mentors, and then
invites successful candidates to a 1-day group training session
covering a variety of topics.” Successful candidates are iden-
tified based on criteria provided by OBIA, including char-
acter traits that make up a good mentor, ‘red flags’ to look
out for and character reference checks. Partners are also
interviewed and screened by the peer support coordinator.™
The peer support coordinator serves as a resource to the
mentor and partner or mentee (individuals with TBI or their
caregivers) to initiate, continue and complete the partner-
ship. To date, 1254 partnerships have been completed. The
programme matches volunteer mentors and partners for a
series of one-to-one interactions that focus on the discussion
and resolution of problems or issues (ie, problem solving)
related to one or several key topic areas including family
and friends, resources, life changes or challenges, (health-
care) professionals, social/recreational activities, work/
employment/training/volunteering, the brain injury itself,
emotions or feelings, and other issues.” Mentors and part-
ners may be matched according to sex, mechanism of injury,
marital status and life circumstances (eg, having children).
Once the match is established, the mentor and partner
communicate with one another primarily by telephone
until the problems or issues are either resolved or a referral
to another service is made (ie, counselling or community
support services). Most telephone calls last between 20 and
40min (Thoms, personal communication, 2017) and are
held weekly.

In 2012, a pre—post evaluation of the OBIA Peer Support
Program was completed by the Ontario Neurotrauma
Foundation. This evaluation focused on all participants of
the OBIA Peer Support Program (e, all types of acquired
brain injury and family members of individuals with brain
injuries) and not TBI survivors specifically. There were 168
preresponses and 182 postresponses from mentors and 236
preresponses and 126 postresponses from partners. Part-
ners were asked to rate how helpful the mentor had been in
nine areas (quality of life, communication skills, knowledge
of acquired brain injury, support from others, knowledge of
community resources, satisfaction with participation, overall
mood, anxiety and frequency of anger). More than 60%
said ‘yes’ for quality of life, knowledge about brain injury,

overall mood and overall anxiety. The greatest proportion
of partners (73%) said that the mentor had helped them
improve their overall mood. As part of this evaluation, a
number of open-ended questions were also asked. Part-
ners indicated that, with their weekly telephone calls with
mentors, they felt less alone and that they could share
their stories with someone who had gone through similar
situations. This evaluation concluded that further study is
needed in the: mentor—partner matching process (eg, What
are the most important characteristics to match on? Which
matching characteristics produce the best outcomes?); on
the selected outcomes measures of the programme; and the
(indirect) impact of the programme on family members.
The need for a more rigorous evaluation using a RCT was
also suggested.™

Framework for proposed research

The proposed study addresses the Community Rehabil-
itation component of the Promoting Reintegration and
Participation section of the Clinical Practice Guideline for
the Rehabilitation of Adults with Moderate to Severe TBL*
This research was informed by the new Medical Research
Council (MRC) framework for the design and evaluation of
complex interventions to improve health.”® The framework
proposes that there are several distinct phases in the process
of development and evaluation of complex interventions.
Progression from one phase to another may not be linear
and is often an iterative process. There are four key elements
of the new MRC framework: (1) development, (2) feasi-
bility and piloting, (3) evaluation and (4) implementation.
The proposed study focuses on the feasibility and piloting
component. Furthermore, in keeping with the desire to
understand the ‘active ingredients’ of this programme, the
related MRC guidance on process evaluation of complex
interventions™ will be used which considers implementation
(ie, implementation process, what is delivered including
fidelity, dose, adaptation and reach), mechanisms of impact
(ie, participant responses to and interactions with the inter-
vention, mediators and unexpected pathways and conse-
quences) and context. This information will be gleaned
from the qualitative components of the study as well as the
mentor logs and monthly huddles, as described below, but
a more deeper understanding of these key functions will be
obtained in the context of the planned, larger trial.

Objectives

Objectives, hypotheses and significance

The overall objective of the current proposal is to conduct
a pilot RCT designed to evaluate the effectiveness and
dose-response of the OBIA Peer Support Program
compared with a waitlist control group in the context of
improving participation for people with moderate-to-se-
vere TBI. The proposed pilot RCT will compare three
groups: (1) partners receiving the programme twice a
week, (2) partners receiving the programme once a week
and (3) partners on a wait-list. The specific objectives,
along with their specific phases are listed below.
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Phase 1: understanding the enablers and barriers of
implementing the trial protocol

Specific objective

To understand the perceived enablers and barriers of
implementing the peer support trial protocol, including
the perceived enablers and barriers to participant recruit-
ment, retention, adherence and data collection, of
implementing the selected outcomes measures, and of
participating in the trial, from the perspective of stake-
holders (knowledge users). These include individuals
with moderate-to-severe TBI, caregivers, OBIA Peer
Support Program mentors, OBIA staff members who are
a part of the Peer Support Program, health services and
knowledge translation (KT) researchers with expertise in
TBI and methodologists with expertise in clinical trials.

Significance

Results from phase 1 will be used to refine the research
protocol (eg, ensure that there is a good match between
the measure of participation and the content of the OBIA
Peer Support Program), to optimise the outcomes of
phase 2, if necessary.

Phase 2: evaluating the feasibility of the trial protocol,
conducting a pilot RCT

Specific objective

(a) To evaluate the feasibility of participant recruitment
and retention, data collection, as well as participant adher-
ence to the OBIA Peer Support Program. (b) To estimate
effect sizes of the immediate impact of the 6-month OBIA
Peer Support Program delivered either twice or once/
week compared with a wait-list control group on partic-
ipation (primary outcome), mood, HRQoL and self-effi-
cacy (secondary outcomes).

Hypotheses

(a) It is expected that adequate (ie, 275%) recruit-
ment, retention and adherence to the OBIA Peer
Support Program will be achieved. (b) It is expected
that the 6month OBIA Peer Support Program deliv-
ered twice weekly will lead to greater mean improve-
ment, on measures of participation, mood (ie, depressive
symptoms), HRQoL and self-efficacy, than the same
programme delivered once weekly or a waitlist control
intervention (ie, a dose response effect will be observed).
(c) It will be possible to estimate the magnitude of effect
to allow the sample size calculation for a larger scale trial.

Significance
The results of the currently proposed research will
support a future, larger scale RCT.

Phase 3: exploring the impact and acceptability of the OBIA
Peer Support Program and the trial protocol

Specific objective

To explore the impact and acceptability of the OBIA Peer
Support Program and the trial itself from the perspective
of partners and mentors.

Significance

The results of phase 3 will lead to an understanding of
the ‘active ingredients’ that are associated with improved
outcomes and the impact of ‘dosage’ of interactions.
Furthermore, the results of phase 3 will refine and
improve future iterations of the OBIA Peer Support
Program and the implementation of the larger RCT.

METHODS AND ANALYSIS

Overview of study design

The proposed research is a three-phase, mixed methods
pilot RCT. Consistent with an integrated knowledge
translation (IKT) approach® as described below, the
study design has been developed in consultation with the
knowledge user (ie, OBIA). It will include an initial qual-
itative component, a pilot RCT, and then conclude with
a qualitative component. This research protocol is consis-
tent with the Standard Protocol Items: Recommendations
for Interventional Trials guidelines for the reporting
of protocols for RCTs. Furthermore, this protocol has
been registered with clinicaltrials.gov. The study will be
conducted between 2018 and 2019.

Phase 1

Design

A qualitative descriptive approac will be adopted for
phase 1. Key informant interviews will be conducted with
approximately 20 stakeholder participants. The results
from this phase will be used to inform and adapt the
protocol for phase 2, consistent with an IKT approach.

40 41
h

Participants and recruitment

A purposive sampling of participants from each of the
different stakeholder groups will be used (ie, individ-
uals with moderate-to-severe TBI, caregivers, OBIA Peer
Support Program mentors, OBIA staff members who are
a part of the peer support programme and researchers/
methodologists). Eligible partner participants, including
caregiver partners, will include community-based (ie, no
longer participating in a comprehensive rehabilitation
programme) individuals who (1) have a moderate-to-se-
vere TBI (Glasgow Coma Scale <12) 2 or have cared for (ie,
unpaid) an individual with moderate-to-severe TBI for at
least 1 year, (2) are 18 years of age or older, (3) have partic-
ipated in the OBIA Peer Support Program, (4) are fluent
in English and (5) are able to provide informed consent/
have an available proxy who is able to provide informed
consent. Individuals who are medically unstable or have
active suicidal ideation will not be eligible to participate.
To be eligible, mentor participants must have completed
at least one partnership with the OBIA Peer Support
Program. The OBIA Peer Support Program Database
will be used to recruit the partners (including caregivers)
and mentors. Online searches and/or the contacts of the
principal investigators will be used to recruit the OBIA
staff members and the researchers/methodologists. We
will aim to recruit a total of 20 stakeholders for phase 1.
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Methods

Participants will take part in a one-on-one, semistructured
telephone interview lasting approximately 45-60min.
Individuals from each of the stakeholder groups (ie, part-
ners, mentors) will be interviewed separately. A subset
of the interviews will be conducted by one of the prin-
cipal investigators and the research coordinator. The
remaining interviews will be conducted by the research
coordinator alone. All interviews will be digitally recorded
and transcribed verbatim for data analysis. The interview
guides will consist of semistructured open-ended ques-
tions and will be pilot tested with various members of the
research team with experience in qualitative methods, an
individual with moderate and severe TBI, as well as an
existing mentor. Probes or recursive questioning will be
used during interviews to explore issues in greater depth
and verify the interviewer’s understanding of the infor-
mation being collected.”

Phase 2

Design

Phase 2 will be a pilot RCT. Partner participants will
be randomised to one of three groups: a twice a week
programme (n=20), a once a week programme (n=20)
or the waitlist control group (n=20). These groups
have been chosen to examine the dose-response of the
intervention. The wait-list control was deemed accept-
able by OBIA, as it is part of the usual process for inter-
ested programme participants to wait for an appropriate
match. Interventions will last 6 months and evaluations
will occur at baseline, 6 weeks, 3 months and 6 months
postbaseline.

Participants and recruitment

Eligible partner participants will include communi-
ty-based (ie, no longer participating in a comprehensive
rehabilitation programme) individuals who (1) have a
moderate-to-severe TBI (Glasgow Coma Scale of 12 or
less),* (2) are 18 years of age or older, (3) are fluent in
English and (4) are able to provide informed consent/
have an available proxy who is able to provide informed
consent. Individuals who (1) have previously participated
in the OBIA Peer Support Program or another peer
support/selffmanagement programme, (2) are medi-
cally unstable and (3) have active suicidal ideation will
be excluded. The same inclusion/exclusion criteria will
be used for the mentor participants; in addition, they
may include newly-trained mentors or mentors that have
already had previous mentorship experience with the
OBIA Peer Support Program. Partners and mentors with
moderate-to-severe TBI will be recruited via an online
advertisement posted on the OBIA website as well as the
websites of the 15 participating brain injury associations.
Mentor participants may also be recruited from the OBIA
Peer Support Program Database. We will aim to recruit a
total of 60 partners (ie, n=20 participants per group) and
20-40 mentors for phase 2.

Intervention and control group

Participants in the intervention groups will take part in
the OBIA Peer Support Group receiving either twice a
week (ie, two 20-40min calls) or once a week (ie, one
20-40min call) support. In keeping with an average dura-
tion of support,” and for the purposes of the currently
proposed study, the intervention duration will be 6
months. Participants in the control group will be assigned
to a waitlist. They will receive the OBIA Peer Support
Program after the intervention group (ie, after 6 months).
This assignment does not represent a significant variation
in the usual intake procedure, as the OBIA Peer Support
Program already maintains a wait-list (Thoms, personal
communication, 2017).

Outcome measures

For phase 2, baseline data including demographic and
descriptive information (eg, age, sex, severity of injury,
marital status), as well as the outcomes measures described
below, will be measured prior to randomisation.

Participation (primary outcome)

The Participation Assessment with Recombined Tools-
Objective (PART-O)* is an objective measure of partici-
pation, describing functioning at the societal level. The
instrument includes 24 items derived or modified from
three measures commonly found in the TBI literature:
Community Integration Questionnaire®™ Participation
Objective, Participation Subjective,46 47 and the Craig
Handicap Assessment and Reporting Technique.*” The
PART-O was developed to evaluate the effectiveness of
interventions to improve social/societal functioning. The
z-scores can be used to assess improvement in post-acute
rehabilitation. As reported by Whiteneck et al® on the
development of the measure, the PART-O demonstrated
a person separation of 2.47, person reliability of 0.86,
item spread of 4.25 logits, item separation of 11.36 and
item reliability of 0.99.

Mood (secondary outcome)

Mood (ie, depressive symptoms) will be measured using
the nine-item Patient Health Questionnaire (PHQ-
9).* It is a shorter version of the PHQ and contains nine
items. It is a self-report measure of severity of symptoms
of depression over the previous 2weeks. Severity levels
of symptoms of self-reported depression, as reflected in
the PHQ-9 total scores, are generally graded as minimal
(0—-4), mild (5-9), moderate (10-14), moderately severe
(15-19) and severe (20-27). A score of >10 denotes
clinically significant self-reported symptoms of depression
and has been used previously with the individuals with
TBL™ *' A validity study of the measure indicated that
PHQ-9 scores >10 had a sensitivity of 88% and a specificity
of 88% for major depressive disorder.* Criterion validity
was also demonstrated in a study with 580 structured
interviews conducted by mental health professionals.*’
Results from these interviews showed that individuals who
scored high (=10) on the PHQ-9 were between 7 and 13.6
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times more likely to be diagnosed with major depressive
disorder by the mental health professional.* Individuals
scoring low (<4) on the PHQ-9 had a less than 1 in 25
chance of having major depressive disorder.*

Health-related quality of life (secondary outcome)

HRQoL will be measured using the HRQoL-Short Form-12
Health Survey (SF-12).%2 The SF-12 is a shorter version
of the SF-36. The SF-12 includes a physical component
summary and a mental (or psychological) component
summary, but does not provide information about each
of the eight dimensions of the SF-36 (ie, physical func-
tioning, social functioning, physical role, emotional role,
mental health, vitality, bodily pain and general health).
In a preliminary study of reliability and validity,” test-re-
test correlations of 0.89 and 0.76 were demonstrated, and
relative validity estimates were 0.43 to 0.93 (median=0.67)
compared with the 36-item measure. The lowest possible
score is 0 and the highest is 100 (where 100 represents
best health).”” It has been used previously in a TBI popu-
lation (eg, Haller et al) .

Self-efficacy (secondary outcome)

Self-efficacy will be measured using the TBI Self-efficacy
Questionnaire.”® It contains four subscales including
Social, Physical, Cognitive and Emotional, measuring
self-efficacy for obtaining help and emotional support,
managing physical symptoms, managing and compen-
sating for cognitive symptoms, and managing emotional
symptoms, respectively. Items are rated on a 10-point scale
(1=not at all confident to 10=totally confident). Subscale
scores are summed to a total score.

Higher scores indicate greater self-efficacy. It has
demonstrated good internal consistency (Cronbach
0=0.81-0.95).”° Within the brain injury sample, the total
scale has demonstrated an internal reliability (Cron-
bach o) of 0.93 with subscale reliabilities between 0.77
and 0.93 which closely apEroximate the values reported
for the original subscales.”

Follow-up assessments for the outcome measures will
occur at 6 weeks, 3 months and 6 months post baseline.
The method of data collection (eg, paper-based, tele-
phone, online) will be determined in phase 1.

Sample size, randomisation and blinding

Since this is a feasibility study, a formal sample size
calculation will not be performed. The recruitment of
20 participants in each arm of the trial is judged to be
feasible and will produce a robust and useful amount
of data.”® In fact, one of the specific objectives of this
study is to evaluate the feasibility of participant recruit-
ment and retention. The primary outcome measure,
participation, as measured by the PART-O," will be
used to inform the sample size calculation for the
future, larger scale RCT. Participants (including part-
ners and mentors) who meet the inclusion and exclu-
sion criteria and have provided informed consent to
take part in the trial will be randomised to either the

intervention (twice/week or once/week programme)
or the wait-list control groups. A web-based randomisa-
tion service with secure password protected login using
random variable block-size will be used. Sequential
sealed envelopes will be used to conceal the allocation
assignment until the participant has been assigned the
intervention. The primary investigator will generate
the sequence while the study coordinator will enrol
and assign the participants. Due to the nature of the
intervention, blinding of the partners and mentors will
not be possible. However, the processes of outcome
assessment and data analysis will be blinded.

Phase 3

Design

A qualitative descriptive approac
again for phase 3.

h*" *' will be adopted

Participants and recruitment

Participants will include a subset of the partner and
mentor participants from phase 2. Purposive sampling
will be used to recruit partner participants in phase 3 and
may include intervention group (ie, twice or once a week)
and severity of TBI (ie, moderate or severe). All partici-
pating mentors will be approached about participating
in the interviews. Recruitment of participants will cease
once data saturation has been achieved which is the point
when successive interviews become repetitive and no new
responses or themes emerge.*” We will aim to recruit a
total of 25 partners and mentors for phase 3.

Methods

One-on-one semistructured telephone interviews will
be conducted using the same methods as outlined in
phase 1. Semistructured interview guides will explore the
impact and acceptability of the programme/interven-
tion and trial protocol. Specifically, participants will be
asked about their experiences participating in the OBIA
Peer Support Program and the trial itself, including the
strengths and weaknesses of the programme as well as the
enablers and barriers to participating in the programme.
We will also explore mentor training with mentor partic-
ipants. Specifically, whether any modifications/additions
need to be made to the current training agenda which
currently includes the following topics: (1) programme
overview (eg, completion of mentor pretraining evalua-
tions, understanding role of a mentor), (2) group exer-
cise: getting to know your fellow mentors (eg, getting
acquainted with each other, experiencing a situation that
is similar to the first contact with a partner), (3) over-
view of communication skills and methods (eg, recognise
enablers and barriers of communication), (4) programme
administration (eg, expected contact between a mentor
and partner, activity/contact logs), (5) initial/follow-up
contacts and role play (eg, developing a rapport with your
partner, role play with a volunteer mentor and partner),
(6) mentoring scenarios (eg, applying effective mento-
ring skills, increasing confidence in participants’ ability to
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make good decisions as mentors) and, (7) next steps and
wrap up (eg, completion of post-training evaluations).”

Data analysis

Phases 1 and 3

For phases 1 and 3, analysis will be conducted using
inductive thematic analysis as described by Braun and
Clark.” For phase 1, the analysis will assess the perceived
enablers and barriers to participant recruitment, reten-
tion, adherence and data collection, of implementing
the selected outcomes measures, and of participating in
the OBIA Peer Support Program and the trial itself. The
results from this phase will be used to inform and adapt
the protocol for phase 2. For phase 3, the analysis will
assess participants’ experiences with the intervention and
the trial protocol itself (ie, the impact and acceptability of
the programme itself/intervention and the trial protocol
itself). Furthermore, the results from phase 3 will also
lead to an understanding of the ‘active ingredients’ that
are associated with improved outcomes and the impact of
‘dosage’ of interactions.

A subset of the interview transcripts will be initially
coded by the research coordinator, giving full attention to
all data. In addition, the principal investigator (SM) will
independently code this same subset and they will meet
to compare their codes. This step will allow for enhanced
reflexivity and ensured rigour. A coding framework will
be developed and applied by the research coordinator to
the remaining transcripts. To facilitate the organisation
and analysis of the qualitative data, the principal investi-
gator’s/research coordinator’s reflective notes from the
interviews, as well as the transcripts, will be entered into
NVivo V.10. Following this, the codes will be clustered
into groups or categories (ie, codes that share similar
meanings) and the predominant themes will be identi-
fied. To maximise credibility and trustworthiness, addi-
tional members of the research team will meet with the
research coordinator and principal investigator (SM)
over several meetings to discuss the developing analysis.
New themes will also be discussed. Together, the research
team will explore various thematic maps until consensus
is reached and theme labels are agreed on. The research
coordinator will analyse the remaining data.

Phase 2

Baseline characteristics (eg, age, sex, severity of injury,
marital status, etc) will be described and any differences
between the three groups will be compared using means/
medians and frequencies and proportions. As this is a
feasibility study, and the ability to collect data is being
tested, no data imputation will be performed to account
for missing data.”’ The feasibility of recruitment will be
based on whether 60 participants (ie, 20 participants in
each arm of the trial) can be enrolled in the trial during
the 6-month recruitment period. The number of individ-
uals who provide informed consent per month will also be
calculated. The feasibility of retention will be assessed by
calculating the proportion of participants with complete

data on each outcome measure at 6 weeks, 3 months and
6 months. To evaluate participant adherence, the propor-
tion of twice-weekly and weekly sessions attended by the
participants will be calculated. The proportion of partic-
ipants who withdraw from the intervention at 6 weeks, 3
months and 6 months will be calculated along with the
reason(s) for withdrawing. The feasibility threshold will
be set at >75% for recruitment, retention and adher-
ence (to the intervention). To evaluate changes between
groups, the analysis plan will focus on mean change
scores and confidence intervals (ie, mixed-design analysis
of variance model) for the outcome measures described
above. Effect sizes will be calculated via Cohen d to reflect
the impact of the OBIA Peer Support Program on partic-
ipation, mood, HRQoL and self-efficacy.

Data management

All data will be deidentified. Quantitative study data will
be entered, double entered and maintained on a secure
password-protected database. Qualitative data will be
deidentified at the time of transcription (eg, names will
be replaced with pseudonyms). Audio recordings will
be deleted from the audio recorder once uploaded to
a secure network folder, and then permanently deleted
once the transcript has been received and verified. All
data will be stored for 10 years from the date of study
closure and then destroyed.

Adverse events

Research staff will monitor adverse events through the
diligent review of mentor logs. Additionally, monthly
huddles with mentors will provide opportunities to report
any adverse events. As part of the OBIA Peer Support
Program, mentors are also required to report any issues
to their peer support coordinator. Researchers and OBIA
staff will remain in constant contact to share knowledge
and assessment of any reported events.

Public involvement

This protocol was designed in consultation with OBIA,
our community partner. The phase-2 protocol will be
further refined based on interviews with various public
stakeholders, such as partners and mentors of the OBIA
Peer Support Program (ie, phase 1).

Strengths and limitations

The use of an IKT approach, including consultation with
the OBIA on the research objectives, eligibility criteria,
data collection methods, outcomes of interest and need
to address the issues of ‘dosage’ of interaction is consid-
ered a significant strength of the currently proposed
study. By interviewing stakeholders including individuals
with TBI, caregivers, mentors, OBIA staff members who
are a part of the peer support programme, the enablers
and barriers to the implementation of the protocol will be
determined. Furthermore, the results of phase 1 will be
used to inform the protocol for phase 2. Specifically, these
results may refine the specific objectives, methods and
timelines, identify additional challenges and mitigation
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strategies, as well as future research directions. Overall,
this approach will enhance the implementability of the
approach. The use of a multistage, intervention mixed-
methods framework is also considered a key strength.
Integration will occur at the methods (eg, data collec-
tion), and interpretation and reporting levels.”!

The number of outcome measures proposed may repre-
sent a substantial burden for participants, particularly in
individuals with moderate-to-severe TBI. To mitigate this
potential challenge, in phase 1, we will ask stakeholders
about the suitability of the proposed measures and the
strategies to minimise any identified burden (eg, use of
different measures, use of shorter versions). Second, there
may be a great deal of variation between mentors in how
the OBIA Peer Support Program is delivered. To mitigate
this potential risk, mentors will keep a log of all of their
interactions with their partners, including the key compo-
nents, and a weekly huddle will be held with all of the
mentors as well as the research coordinator and the prin-
cipal investigator to ensure the fidelity of the programme
is being monitored on an ongoing basis. Third, recruit-
ment of study participants may be challenging. However,
the OBIA will assist us with the recruitment of both part-
ners and mentors to ensure that we reach our planned
sample sizes. We have allocated 6 months for the recruit-
ment of 60 partners and 20-40 mentors. Discussions
with the OBIA Executive Director and Provincial Peer
Support Coordinator suggest this is feasible given the
OBIA’s previous experience with recruiting partners
and mentors. We have planned incentive for participa-
tion by offering honoraria to compensate participants’
time. Finally, while the wait-list control mirrors the usual
process of joining the OBIA Peer Support Program, there
is a possibility that participants in this arm of the trial
might get better or worse during the 6 months of waiting,
for reasons we may not be able to identify.

ETHICS AND DISSEMINATION

Any important protocol modifications will be made after
communication with the research ethics board, regis-
tered at ClinicalTrials.gov, and will be described in the
resulting publications. Informed consent will be obtained
from all participants by the research coordinator prior to
their participation in both the interviews and the trial. All
investigators will have access to the final study data.

We will use a variety of passive and active end-of-grant
KT approaches to disseminate our findings. The results
of the study will inform future iterations of the OBIA
Peer Support Program including a revised programme
curriculum. Traditional KT will include dissemination
through meetings locally and internationally and publica-
tions in peer-reviewed journals. Finally, partnerships with
local clinical programmes and/or research initiatives will
be made so that the results are disseminated in a timely
and effective manner. Discussions with our stakeholder
groups will inform the strategies to disseminate our find-
ings. We will produce messages that are clear, simple and

tailored to the needs of each stakeholder group, whether
these are individuals or organisations, including their
preferred modalities for receiving the information.

Despite the fact that community reintegration is consid-
ered the ultimate goal of rehabilitation in TBI, there
is limited evidence in this domain.”” ®® The currently
proposed study addresses the Community Rehabilitation
component of the Promoting Reintegration and Partici-
pation section of the Clinical Practice Guideline for the
Rehabilitation of Adults with Moderate to Severe TBL*
Furthermore, itis clear that further evaluation is required
to clarify key questions, identify and harness the best
elements of the existing OBIA Peer Support Program,
identify the optimal candidates to provide and receive
peer mentorship, the ‘active ingredients’ and dose of
peer mentorship. The proposed pilot RCT will provide
fundamental results to inform a larger scale RCT (ie,
RCT of appropriate size) on the impact of peer support
on the participation and mood of individuals with moder-
ate-to-severe TBIL.
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