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Abstract

Background: Family members, or others, often assume the role of
informal (unpaid) carers of people with chronic illnesses. Care-giving,
however, can impact profoundly on the quality of life of carers and
can cause carer worry, stress and guilt. Implementing interventions
that positively affect the lives of carers is important; however, carers
as a group are often difficult to reach. We embedded a study within a
pilot-feasibility trial of a mindfulness based intervention to determine
and prioritise the key motivators and challenges influencing informal
carers’ decisions for participating in a trial.

Methods: We used a multi-method approach involving interviews with
participants from a ‘host trial’ and data from systematic reviews to
develop a survey that was distributed to informal carers in Ireland.
The survey consisted of 28 motivator and 17 challenge statements.
Participants rated how important they thought each statement was
when deciding to take part in a trial on a 5-point Likert Scale. Mean
scores and standard deviations were calculated for each statement
and arranged in descending order to provide the priority lists.
Results: Thirty-six carers responded to the survey. Helping to create
awareness about carers was the top ranked motivator, followed by
four study design statements related to the time at which the study
occurs, the study location, format of delivery and venue. The least
important motivator related to how carers were invited to take part in
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a study. Difficulties in planning due to the caring role emerged as the
most important challenge, followed by being unable to leave the care
recipient on his/her own.

Conclusions: Insight into decision-making for research participation
will assist trial developers tailor trial processes for informal carer
populations. We recommend that trialists should consider these
motivators and challenges when designing future trials involving
informal carers so as to enhance trial feasibility and success.

Keywords
Study Within A Trial, informal carers, survey research, trial
participation, trial design.
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{3787 Amendments from Version 1

Based on comments from reviewers, minor amendments to the
text were made, mainly in the discussion section to reflect that

the results of our study might not be widely generalizable to all
carers and that further research is needed.

Any further responses from the reviewers can be found at
the end of the article

Introduction

The Health Research Board-Trials Methodology Research
Network (HRB-TMRN) Ireland, in collaboration with the
James Lind Alliance United Kingdom, participated in a priority
setting partnership (PSP) to identify and prioritise unanswered
questions around trial recruitment (the PRioRiTy study)'. The
PSP culminated in a face-to-face meeting, attended by key
stakeholders (members of the public, recruiting clinicians
and researchers), where a top-10 list of unanswered priority
questions on trial recruitment was agreed and ranked in order
of importance. Ranked highly was a question on key motivators
influencing members of the public decisions for participating in
randomised trials (PRioRiTy question 6)'.

Family members, or others, often assume the role of informal
(unpaid) carers of people with chronic illnesses. Care-giving,
however, can impact profoundly on the quality of life of
caregivers and can cause carer worry, stress and guilt. Family
members providing unpaid care have been described “...as a
hidden patient group...”*. Mindfulness based interventions
have the potential to positively impact on the lives of carers by
reducing caregiver depression, anxiety and stress, and by
improving carer quality of life>. A randomised pilot-feasibility
trial was planned by a Dublin-based university research team to
test a mindfulness based stress reduction (MBSR) intervention,
compared to no intervention, for informal carers of people
with chronic illnesses in one region in Ireland. As informal
carers represent a geographically disperse discrete group within
the general public who might face specific challenges when
deciding to take part in a trial, the MBSR trial presented an
excellent opportunity to embed a Study Within A Trial (SWAT).
The SWAT was designed to ascertain and prioritise key
motivators and challenges influencing informal carers’ decisions
for participating in a trial, thus helping to advance the design
and conduct of future trials in this, and other, similarly discrete
populations. The SWAT  protocol was prospectively registered
with the SWAT repository as SWAT-55.

Context of SWAT-55

The SWAT-55 host trial was a planned pilot-feasibility randomised
trial (ClinicalTrials.gov identifier NCTO03048565, registered
9" February 2017) based on the following PICO (population,
intervention, comparator, outcomes);

- Population: Informal carers, defined as a person (relative,
neighbour, friend or significant other) providing personal
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help, support or care for an individual (adult or child) with a
chronic illness and who were not a paid health care provider.
A person with a chronic illness was defined as an adult or
child with a diagnosed condition of six months duration or
longer. Access to carers was through Family Carers Ireland, a
registered charity representing carers in Ireland who agreed
to distribute letters of invite via email to carers in the Dublin
region.

- Intervention: A MBSR programme delivered over eight
weeks (two hours/week) by a trained mindfulness teacher,
with participants encouraged to practice mindfulness
exercises between sessions.

- Comparator: No MBSR programme.

- Outcomes: Clinical outcomes were baseline and post
intervention (up to two weeks from end of programme and
six months follow-up) stress, mindfulness and quality of life
data collected using self-report questionnaires. Pilot measures
included recruitment processes, data collection methods and
intervention delivery. Feasibility outcomes were recruitment
success, time to recruit, attendance at classes, dropouts and
participant satisfaction.

Host trial sample size, randomisation and recruitment
The planned sample size for the host trial, based on a
recommended sample size for pilot studies of 30 per group* was
80 informal carers, or 40 per group allowing for a 25% attrition
rate (10 participants per group) at six-months follow-up, ran-
domised on a ratio of 1:1 using a computer-randomised number
generator. Ethical approval to conduct the study was granted
by the Research Ethics Committee of the lead researcher’s
university. Recruitment to the host trial commenced in March
2017 with intervention delivery planned for April-June 2017.
SWAT-55 was planned to commence in June 2017.

An invitation to participate in the host trial was emailed to
538 Dublin based registered Family Carers Ireland members.
Intervention delivery was initially planned as face-to-face;
however, by the end of August, despite efforts, two carers only
were recruited and randomised to the intervention group, one of
whom had to withdraw subsequently because he/she was unable
to attend the intervention sessions. Following a Trial Steering
Group (TSG) meeting, a decision was made to deliver the
intervention in an online format and open the study to a wider
national base. Ethical approval was granted, and an updated
study invitation letter was circulated in September 2017. A social
media invitation was also posted to the Family Carers Ireland
Facebook page. By October 2017, 11 carers only were recruited
to the study; five in the intervention group and six in the control.
Following a further TSG meeting, a decision was made to change
the trial design to a before and after trial, thus converting the
host trial to a non-randomised pilot-feasibility trial®, on the basis
that a randomised trial was not feasible at recruitment level.
Participants recruited to the control arm of the original trial were
subsequently offered the intervention, and the revised design was
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further advertised. Between mid-October and end of December
2017, 17 carers were recruited to the study, 15 returned baseline
data, of which seven returned end of intervention data (quality
of life, mindfulness and stress outcomes). These challenges
further emphasised the importance of SWAT-55 in exploring
the reasons why informal carers, as a discrete group within the
general population, may or may not decide to take part in a
randomised trial. Although the original host trial was redesigned,
we proceeded with the SWAT as planned, albeit as a study within
a non-randomised trial, accepting that this deviated from our
original intention of conducting the SWAT as a study within a
randomised trial.

Methods

Design

A multi-method two-phase study was conducted. Phase 1
involved a series of face-to-face interviews with a sub-sample of
participants from the host trial and a review of systematic reviews
that assessed motivators or barriers for taking part in trials®'2
Resultant data from both the interviews and systematic reviews
were used to collate a list of key motivators and challenges. Phase
2 was a national survey of how important these key motivators and
challenges were to informal carers in making a decision on trial
participation.

Phase 1. The host trial consent form provided participants with
an option to agree to future contact for follow-up studies aris-
ing from the trial. Of the 17 carers recruited to the host trial, 11
agreed to future contact. These 11 carers were contacted via email
(addresses provided as part of the host trial) and invited to take
part in an interview designed to ascertain their views of and rea-
sons (motivators and challenges) for participating in research.
We aimed to recruit 10 participants for interview; how-
ever, only two came forward. The interviews, which were
semi-structured using an interview guide (available at:
http://www.doi.org/10.5281/zenodo.4029385), were held at a
mutually agreed time and venue. The interviews were conducted
by the lead author, a female Prof in Midwifery with 10
years’ experience of sensitive interviewing in healthcare. The
interviews were recorded and transcribed verbatim. The data
was manually coded by two authors (VS and AH), and analyzed,
based on a thematic analytical approach using discussion,
iteration and consensus, to determine common categories of
1) motivators and ii) challenges, for use in phase 2 of the study.

Due to limited participation in the interviews we made a neces-
sary pragmatic decision to additionally draw on data from sys-
tematic reviews to inform phase 2. Seven systematic reviews
of studies of reasons for participating in trials®'> were identi-
fied in an evidence mapping exercise conducted as part of the
PRioRiTy study' based on a search of MEDLINE, EMBASE,
Cochrane Database of Systematic Reviews, Social Sciences
Citation Index and ERIC using a combination of search terms
(e.gattitudes to trials”:kw OR (participat® or recruit* or enrol*
or select*) near/8 (trial* or research or study):ti) from the
Cochrane systematic review of strategies to improve recruit-
ment to trials’® and from the ORRCA project'®. The reviews
were identified as eligible for the evidence mapping exercise
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in the PRioRiTy study' by at least two members of the Steering
Committee. Data related to motivators/barriers for taking part
in a trial were extracted onto an excel sheet for SWAT 55 by
one author (VS) and corroborated by a second (AH). These data
were combined with the data from the interviews to develop
categories, inclusive of aligned motivator/challenge statements
associated with these categories, for use in the phase 2 survey.
An ‘audit trail’ of developing categories from initial codes was
maintained to ensure confirmability of the process. Survey
development occurred between January and June 2018.

Phase 2. Phase 2 was a national survey of informal carers in
Ireland to prioritise the key motivators and challenges when
making decisions to participate in a trial (hypothetical or real).
Developed based on the findings from phase 1, the draft survey
was reviewed by a carer for user-ability and by the National Adult
Literacy Agency (NALA) for plain language and comprehension.
Following a number of edits and language ‘tweaks’, the survey
received the Plain English Mark and was finalized. Survey dis-
tribution, using SurveyMonkey, was planned for July/August
2018; however, as Family Carers Ireland were undertaking a sur-
vey of their own at the time, distribution was delayed, initially
until September 2018, and subsequently to January 2019. The
original agreement was for Family Carers Ireland to distribute
the survey link to their database of registered members, accom-
panied by the study information leaflet and the lead applicant’s
contact details to discuss the study further, as needed. The sur-
vey was anonymous with no details of participant’s names, loca-
tions, email addresses, or any other identifying details requested.
At this time, however, uncertainty and concerns related to the new
General Data Protection Regulations (GDPR) that had come
into effect in 2018 prohibited email distribution, and the sur-
vey finally went live at the beginning of February 2019 via the
Family Carers Ireland Facebook page, with closure four weeks
later.

Outcome measures

The study outcomes were a prioritised list of i) motivators
and ii) challenges, based on the level of importance that
respondents assigned to each of the survey’s motivator and
challenge statements.

Data collection and analysis

Quantitative analytical techniques were used to aggregate
individual’s ranking of motivators and challenges. Each
participant was asked to rank each motivator and challenge
on a 5-point Likert scale of 1=very unimportant, 2=somewhat
unimportant, 3=neutral/unsure of importance, 4=somewhat
important, and S5=very important. Mean scores and standard
deviations (SD) for each item were calculated using SPSS
(version 21). The items were subsequently arranged in descend-
ing order of importance based on the mean and SD scores
attributed to them. The priority list of informal carers’ motivators
and challenges for participating in trials was determined.

Ethical statement

Ethical approval for this embedded study was granted by
the Research Ethics Committee of the School of Nursing
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and Midwifery, Trinity College Dublin (Ref: 17/07/2017).
Consent for interviews was written and taken prior to
commencing the interview. Consent for the online survey was
indicated by an ‘I agree’ tab, which indicated the participants
gave their consent to take part in the survey.

Results

Interviews, systematic reviews and survey development
The interviews, involving one male and one female, were of 21
and 38 minutes duration, respectively. One participant provided
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full-time care, and the other part-time care. The care recipi-
ents were a child with cerebral palsy and an adult with multiple
sclerosis. Although only two carers participated in the inter-
views, both provided valuable data for survey development.
Table 1 presents examples of the categories, and associated
codes, which emerged from the analysis of the interview data.

The motivators and challenges data extracted from the
systematic reviews, some of which overlapped with the emergent
categories from the interview data, are presented in Table 2.

Table 1. Example categories and associated codes derived from interview

data.

Code

Interested in the topic/area that is being

studied

Helps with reducing isolation and loneliness

Would do me good

How information is delivered

Use of simple language

Keep it simple

How the study information is delivered
Use of leaflets/email

Study location

Prefer face-to-face

Online is preferable

Location where the study is being held
Time of day that study is being held

How the intervention is delivered

Person/institution who is running the study

Choice of online/face-to-face
Topic being studied
Condition of care-recipient
Unpredictability of carers role

Getting voice heard

Differentiating groups (caring for child or adult)

Feeling (under)-valued as a carer
Might change things

Doing research is important
Access to doctors

Helping carers/might help carers

Taking part in research will help carers

Category

Personal Interest/Personal Gain

Trial Information

Trial design

Personal risks

Carer identity

Common good
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Table 2. Systematic review data.

Challenges data

Mistrust of researchers

Being ‘guinea pigs’

Fear of potential risks

Problems with informed consent

Fear and uncertainty around taking part
Disapproval by family and friends

Time constraints

Financial burden

Lack of understanding about the
research

Mistrust and negative perception of
controlled clinical trials

Lack of knowledge about ongoing
research

Impact of faith/religious beliefs on
participation

Financial constraints, lack of
transportation and childcare

Research perceived as an inconvenience
Concerns over risks involved

Time constraints

Problems with informed consent

Mistrust and consequent fear of
participation
Stigma related to topic of research

Reference No. of Motivators data
included
studies
Limkakeng® 14 Perceived health benefits for themselves
Altruism
Nalubega & 21 Perceived benefits for themselves and others
Evans'™ Previous research experience
Rivers’ 31 Friend/relative with previous research experience
or friends/ family recommendation
Accessibility - sufficient staff, services at non-
traditional hours
Prioritising the enrolment of minorities
Wilman™ 49 Perceived benefits for themselves and others
Being involved in decision-making
Support from doctor or spouse
George® 44 Culturally congruent study designs
Perceived benefits for themselves and others
Community-based recruitment
Adequate remuneration
Mills® 33 -
Tromp'? 38 Individual health benefits

Altruism

Trust in safety of research and relation to

researcher

Increasing comfort by participation

Using the results of the interviews and the systematic reviews,
core categories, with related motivator/challenge statements,
were developed. The final survey consisted of five core motivator
categories with 28 associated statements and two core chal-
lenge categories with 17 associated statements. The motiva-
tor categories were; carer identity (three associated statements),
study design (12 associated statements), altruism/common good
(four associated statements) personal interest (six associated
statements) and study information (three associated statements).
The challenge categories were personal risk (11 associated
statements) and study design (six associated statements).

Survey findings

Thirty-six informal carers returned a completed survey. The
majority of respondents were =36 years of age, female, educated
to minimum leaving certificate level and unemployed (Table 3).

Competing demands

Protocol issues (possibility of placebo,
potential side-effects)

Potential negative impact on quality of
life

Fears of potential risks

Distrust in research- ‘guinea pigs'
Logistics/disruption to daily life
Research perceived as a burden for the
participant

When asked to indicate with whom they lived, some respondents’
ticked more than one response option (e.g. lived with
partner and children). Two respondents indicated living on their
own, and the remainder reported living with a partner (n=22),
their children (n=19), their mother (n=7), their father (n=2) and
with siblings (n=2). Twenty-nine of the 36 respondents (81%)
lived in the same residence as the person they were caring for.
The majority of participants were more than 10 years in their
caring role (61%; n=22), followed by 2-5 years (19%),
6-10 years (17%) and <2 years (3%). Thirty-three respondents
(92%) reported that they provided care on a full-time basis,
with the remaining three (8%) providing care part-time. The
care recipients (n=38 as some respondents indicated they
cared for more than one person) in most cases, were children
(n=16), followed by parent(s) (n=10), partner/spouse (n=9)
and sibling(s) (n=3). Five care recipients were under the age of
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Table 3. Respondent’s demographics.

Demographic Category Number (%)
Age (years) 18-25 1 (3%)
26-35 0
36-45 9 (25%)
46-55 12 (33%)
>56 14 (39%)
Gender Female 34 (94%)
Male 2 (6%)
Education No formal qualifications 0
Primary or first school 0
Group or Junior certificate, ‘O’ levels /GCSE, or equivalent 3 (9%)
Leaving certificate, ‘A’ levels, NCVA level 1 certificate, or equivalent = 11 (31%)
Third Level Bachelor Degree 13 (37%)
Postgraduate Master's degree or PhD 8 (23%)
Employment Unemployed 14 (39%)
slats Part-time paid work 7 (19%)
Retired 4 (11%)
Unable to work due to illness/disability 3 (8%)
Full time paid work 3 (8%)
Student 2 (6%)
Casual paid work 1 (3%)
Other (e.qg. carers leave) 1(3%)
Not answered 1 (3%)

17 years, seven were aged 18 to 29, six were aged 30 to 39
years, and the remaining 18 were aged over 40 years. Of these
18, 14 were 60 years or older. Most respondents (78%; n=22)
had not received any training for their role as an informal carer.
Of those that did, some indicated previous professional training
(e.g. nursing, disability or mental health) or varied short
training courses, for example, manual handling, infection
control, pain management or courses on autism spectrum
disorder. The condition of the care recipients varied widely,
with many respondents caring for people with multiple
conditions, and comorbidities; for example, Alzheimer’s/
Dementia/Parkinson’s (n=8), Motor Neurone Disease/Multiple
Sclerosis (n=2), Autism/autistic traits (n=5), Downs Syndrome/
other intellectual disability (n=6), brain/spinal injury (n=2),
mental ill-health (n=2), emphysema (n=1) and cancer (n=1).

Priority list of motivators. Table 4 provides the list of
motivators prioritised by the mean and SD scores attributed to

each motivator statement. Helping to create awareness about
carers was the top ranked motivator for participating in a trial,
followed by four study design categories related to a suitable
time at which the study occurs, the study location, format of
delivery (i.e. online) and venue. The least important
motivators for deciding to participate in a trial, from the carers’
perspectives, related to study information issues; that is how
they were informed of or invited to take part in the study, with
all three associated statements averaging mean importance
scores of 3.5 or less.

Priority list of challenges. Table 5 provides the list of
challenges prioritised by the mean and SD scores attributed to
each challenge statement. Personal risk, associated with
difficulties in planning due to the caring role emerged as
the most important challenge for carers when deciding on
participating in a trial (mean 4.13, SD 1.25), followed by
being unable to leave the care recipient on his/her own. Not
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Table 4. Priority list of motivators.

Rank Motivator Mean Category
(sb)
1 The research will help create awareness about carers 4.40(1.30) Carer identity
2 The study is held at a time that suits me 4.39(1.23) Study design
3 The study is held at a place that is easy to find and easy to travel to 4.26 (1.29)  Study design
4 [ can take part in the study online 4.19(1.34)  Study design
5 The study is held at a place I feel comfortable in 4.16(1.27)  Study design
6 Takigg part will help researchers get valuable information about carers and their ~ 4.15(1.41)  Altruism/common good
needs
7 The researchers understand the different issues carers face when caring for a 4.13(1.38) Carer identity
younger person or an older person
8 [ am very interested in the topic being studied 413 (1.41) Personal interest
9 By taking part, carers might get more access to doctors or useful information 4.10(1.32)  Altruism/common good
10 It is simple and easy to understand what is being studied and why 4.06 (1.30) Study design
" Doing research is important 4.06 (1.39) = Altruism/common good
12 I am interested in research on carers 4,06 (1.46) Personal interest
13 The language used is easy to understand 4.03(1.30) Study design
14 The study treats carers for a younger person and carers for an older person as 4.03(1.38) Carer identity
unique groups with different needs
15 New research might help carers in their day-to-day lives 4.00(1.46)  Altruism/common good
16 Taking part will make my voice heard 3.97(1.38) Personal interest
17 [ trust the institution running the study 3.97(1.40)  Study design
18 I can choose how I take part in the study (for example, online or face-to-face) 3.90(1.40) Study design
19 [ trust the person running the study 3.84(1.19) Study design
20 By taking part, I might gain access to doctors or useful information 3.80(1.45) Personal interest
21 Being asked to take part in the study makes me feel valued 3.74(1.24)  Personal interest
22 Taking part in the study would benefit me socially (for example, reduce isolation or 3.55(1.48) Personal interest
provide company)
23 I was invited to take part by a carer support group 3.48(1.06)  Study information
24 I know the institution running the study 3.35(1.02) Study design
25 I can take part by talking with someone face-to-face 3.26(0.97)  Study design
26 [ found out about the study through a friend or family member 3.00(0.97) Study information
27 I found out about the study through a leaflet 2.97(0.75)  Study information
28 I know the person running the study 2.84(0.97) Study design

knowing the person running the study was deemed to be the
least important challenge for carers when deciding to take part
in a trial (mean 2.74, SD 1.18).

Discussion
This embedded study within a non-randomised pilot feasibil-
ity trial has identified and highlighted important factors from

the perspectives of a small number of carers that may influence
decision-making on trial participation. As the focus of health-
care internationally is to increase community-based care and
avoid admission to secondary healthcare facilities for as long
as possible!’®, compounded by a rapidly increasing older per-
son population', many individuals may find themselves
in a caring role for which they are ill-prepared!”'s. Evaluating
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Table 5. Priority list of challenges.

Rank Challenges Mean Category
(SD)

1 Life as a carer makes it difficult to plan ahead 4.13(1.25) Personal risks
2 The person I care for cannot be left alone (I do not have anyone else to take care of them)  4.09 (1.28) Personal risks
3 Life as a carer makes it difficult to find time to take partin a research trial 4.04(0.83) Personal risks
4 I cannot travel to the place the study is held in 3.78(1.28) Study design
5 The study is held in a place I might not feel comfortable in 3.65(1.27)  Study design
6 The language used in the study is hard to understand 3.64(1.18) Study design
7 [ do not trust the institution running the study 3.52(1.28) Personal risks
8 [ do not trust the person running the study 3.48(1.28) Personal risks
9 Taking part in a study would interfere with my daily life 3.39(1.23) Personal risks
10 The research does not directly affect carers 3.39(1.31) Personal risks
11 I do not know the institution running the study 3.09 (1.08) Personal risks
12 [ am not interested in the topic being researched 3.09(1.35) Study design
13 [ do not believe the research will help carers 3.09 (1.51) Personal risks
14 The topic being studied makes me uncomfortable or upset 2.96 (1.19) Personal risks
15 [ can only take part in the study online 2.96 (1.30) Study design
16 The study requires me to talk to someone face-to-face 2.95(1.13) Study design
17 [ do not know the person running the study 2.74(1.18) Personal risks

interventions to support informal psychologically,
socially, physically, or otherwise, is important. As a discrete
group within the general population informal carers can be a
hard to reach population, not least of all because of regional
dispersity! and the cost, time and inconvenience that might
be associated with taking part in a trial'*®. Furthermore,
where trials do recruit, attrition rates in studies on carers can be
high, for example, from 25% to >40% across studies*'*>.

carers

Understanding informal carers’ views of research will assist
trial developers, and other researchers, accommodate their
unique needs. Carer identity, specifically, research that will help
raise awareness about carers was the number one collectively
identified motivator for trial participation. This supports
the earlier quote describing informal carers as a ‘hidden
patient group™ and gives consideration to a sense of isolation
or loneliness that carers may experience in their caregiving
roles. Trial developers and researchers, in efforts to enhance
participation in trials involving informal carers, need to consider
the explicit demands that the caring role places on carers. These,
in particular, identified in this study, were difficulties with
planning ahead (number 1 priority challenge) and being unable
to leave the care recipient alone, or for any length of time, all

of which have implications for the design of any future, similar,
host trial.

Implications for a future host trial

The non-feasibility of the host trial in recruiting sufficient
participants implies that any plan for a future, similar trial
needs to take cognisant of carers’ motivators and chal-
lenges, and would require a major rethink as to how the trial
would be designed and implemented. Although our study has
highlighted important motivators and challenges it is not pos-
sible to generalise these findings directly to a host trial as our
findings are based on few carers. However, the results pro-
vide areas that developers of future trials may consider; for
example, how informal carers come to know of a study (e.g.
through a family member or friend, or through a leaflet), or their
awareness of those conducting the study, were ranked over-
all, as being neutral or unimportant when deciding to take part
in a trial. Thus focusing on aspects of trial design, such as
the value the trial has for carers’ identity, and how the inter-
vention is delivered may be of greater value. Furthermore, as
carers in this study identified that their caring role leaves
it difficult for them to plan ahead, to have time away from
their care recipient, or to travel to study locations, this
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might may prompt consideration for offering the interven-
tion online or, if offering it face-to-face, plan for the inter-
ventionist to travel to the participants homes or other location
convenient to them. These would likely have resource impli-
cations, however, in terms of personnel required and expense;
an element that would need to be factored in to the future
trial’s processes and budget.

Challenges to conducting the original planned SWAT 55
A number of challenges in conducting the originally planned
SWAT were encountered which may limit the results. These
included limited recruitment to the host randomised trial and
a redesign to a before and after trial resulting in a reduced
purposive sampling frame for phase 1 of the planned SWAT.
Although rich data were provided by the two interviewees from
the before and after trial, a wider pool of participants might
have better ensured, or at least increased our confidence in data
sufficiency. This was overcome somewhat, however, by the
extraction of data from related systematic reviews, combining
these data with the interview data in developing the survey.

Despite extensive efforts, 36 participants only responded
to the national survey, which is likely to represent a very
small proportion of the population of informal carers across
Ireland. Although we cannot be sure, the inability of Family
Carers Ireland to distribute the survey via their email list, and
the move towards distribution via Facebook (with only 12
‘shares’ and 14 ‘likes’ noted), may have impacted on the
survey response rate. Furthermore, other than a request to snow-
ball the survey, we did not consider other networks where
carers might have been recruited; this was a probable over-
sight as had we extended our advertisement to other networks
at the time, it may have increased participation. Had a larger
number responded, providing greater caregiver representation,
the ranked priority list of motivators and challenges might
ultimately be different. The difficulties encountered with
recruitment, however, could relate to how individuals iden-
tify with the concept of caring as evidence suggests that many
individuals do not formally identify themselves as a carer or
in a caregiving role”. For example, in a qualitative study of
40 relatives or friends, the researchers concluded that “...self-
identification with the role and label of carer is nuanced,
shifting and variable” and refers to other studies that have
shown variation in how relatives identify with the term carer®?.
In one study, for example, exploring recruitment with carers of
people with multiple sclerosis, participants suggested using the
term ‘support’ or ‘assistance’ in place of the term ‘caregiver’ and
highlighted that many people would not consider themselves
to be carers®. This is an important consideration for researchers
when advertising trials to an already hard to reach population,
and how carers, including their associated roles, are described
may need to be considered within trial participant information.

HRB Open Research 2021, 3:71 Last updated: 01 JUL 2021

Conclusion

Insight, albeit from the perspectives of a small sample of car-
ers in Ireland, as to the motivators and challenges that influ-
ence informal caregivers’ decisions for research participation,
has been offered by this embedded study. These findings
provide some insight for trial developers and researchers to
consider in tailoring trial design and associated processes for
informal caregiver populations, and add to what is a limited
evidence base. Consideration of these motivators and chal-
lenges to enhance participation has the potential to increase
trial feasibility and success and reduce research waste. Further
research, however, is required to both substantiate and expand
on these findings, and how barriers faced might vary according
to the needs of the individual being cared for.

Data availability

Underlying data

Access to interview transcripts are restricted under Research
Ethics Committee approval as even de-identified transcript
data may contain information that could potentially identify a
participant based on statements made, phrasing, or personal
data contributions which presents a potential breech in GDPR
assurances. Transcripts may be made available, in full or in
part, on individual request and only with the explicit permission
of an interviewee based on the acceptability of the nature and
reason for the request. Such requests such be made to the
corresponding author (smithvl @tcd.ie) in the first instance.

Zenodo: SWAT 55 survey and dataset. https://doi.org/10.5281/
zenodo.4029385%.

This project contains the following underlying data:

- SWAT 55 Survey (participant responses).xIsx

Extended data
Zenodo: SWAT 55 survey and dataset. https://doi.org/10.5281/
zenodo.4029385%7.

This project contains the following extended data:

- Interview Schedule.docx

- SWAT Survey (Final Version).pdf

Data are available under the terms of the Creative Commons
Attribution 4.0 International license (CC-BY 4.0).

Acknowledgements

We sincerely thank the carers for their time in taking part in
this study. We thank Family Carers Ireland for their assistance
in distributing the survey link through their Facebook page.

Page 10 of 17


mailto:smithv1@tcd.ie
https://doi.org/10.5281/zenodo.4029385
https://doi.org/10.5281/zenodo.4029385
https://doi.org/10.5281/zenodo.4029385
https://doi.org/10.5281/zenodo.4029385
https://creativecommons.org/licenses/by/4.0/legalcode
https://creativecommons.org/licenses/by/4.0/legalcode

References

HRB Open Research 2021, 3:71 Last updated: 01 JUL 2021

Healy P, Galvin S, Williamson PR, et al.: Identifying trial recruitment
uncertainties using a James Lind Alliance Priority Setting Partnership - the
PRioRiTy (Prioritising Recruitment in Randomised Trials) study. Trials. 2018;
19(1): 147.

PubMed Abstract | Publisher Full Text | Free Full Text

Golics CJ, Basra MKA, Salek MS, et al.: The impact of patients’ chronic disease
on family quality of life: an experience from 26 specialties. Int / Gen Med.
2013; 6: 787-98.

PubMed Abstract | Publisher Full Text | Free Full Text

Jaffray L, Bridgman H, Stephens M, et al.: Evaluating the Effects of
Mindfulness-Based Interventions for Informal Palliative Caregivers: A
Systematic Literature Review. Palliat Med. 2015; 30(2): 117-131.
PubMed Abstract | Publisher Full Text

Browne RH: On the use of a pilot sample for sample size determination. Stat
Med. 1995; 14(17): 1933-1940.
PubMed Abstract | Publisher Full Text

Eldridge SM, Lancaster GA, Campbell M), et al.: Defining Feasibility and Pilot
Studies in Preparation for Randomised Controlled Trials: Development of a
Conceptual Framework. PLoS One. 2016; 11(3): e0150205.

PubMed Abstract | Publisher Full Text | Free Full Text

Mills EJ, Seely D, Rachlis B, et al.: Barriers to participation in clinical trials of
cancer: a meta-analysis and systematic review of patient-reported factors.
Lancet Oncol. 2006; 7(2): 141-148.

PubMed Abstract | Publisher Full Text

Rivers D, August EM, Sehovic I, et al.: A systematic review of the factors
influencing African Americans’ participation in cancer clinical trials.
Contemp Clin Trials. 2010; 3(35): 13-32.

PubMed Abstract | Publisher Full Text

George S, Duran N, Norris K: A Systematic Review of Barriers and
Facilitators to Minority Research Participation among African Americans,
Latinos, Asian Americans, and Pacific Islanders. Am J Public Health. 2015;
104(2): e16-e31.

PubMed Abstract | Publisher Full Text | Free Full Text

Limkakeng AT Jr, de Oliveira LL, Moreira T, et al.: Systematic review and meta-
summary of attitudes toward research in emergency medical conditions.
J Med Ethics. 2016; 40(6): 401-408.

PubMed Abstract | Publisher Full Text

Nalubega S, Evans C: Participant views and experiences of participating in
HIV research in sub-Saharan Africa: a qualitative systematic review. /Bl
Database System Rev Implement Rep. 2015; 13(5): 330-420.

PubMed Abstract | Publisher Full Text

Wilman E, Megone C, Oliver S, et al.: The ethical issues regarding consent
to clinical trials with pre-term or sick neonates: a systematic review
(framework synthesis) of the empirical research. Trials. 2015; 16: 502.
PubMed Abstract | Publisher Full Text | Free Full Text

Tromp K, Zwaan CM, van de Vathorst S: Motivations of children and their
parents to participate in drug research: a systematic review. £ur / Pediatr.
2016; 175(5): 599-612.

PubMed Abstract | Publisher Full Text | Free Full Text

14.

17.

20.

21.

22.

23.

24,

25.

26.

27.

Treweek S, Pitkethly M, Cook J, et al.: Strategies to improve recruitment to
randomised trials. Cochrane Database Syst Rev. 2018; 2(2): MRO00013.
PubMed Abstract | Publisher Full Text | Free Full Text

Harman N, Treweek S, Clarke M, et al.: Development of an online resource for
recruitment research in clinical trials (ORRCA). Trials. 2015; 16(Suppl 2): 98.
Publisher Full Text | Free Full Text

World Health Organisation: Neurological Disorders: public health
challenges. Geneva: World Health Organisation Press, 2006.
Reference Source

Central Statistics Office: Census 2016 Profile 2; Older and Younger. Accessed
April 2019.
Reference Source

Levine C, Halper JL, Rutber J, et al.: Engaging Family Caregivers as Partners in
Care Transitions. TC-QuIC: a quality Improvement collaborative. Accessed April
2019.

Reference Source

Coleman EA, Roman SP: Family caregivers’ experiences during transitions
out of hospital. / Healthc Quality. 2015; 37(1): 12-21.
PubMed Abstract | Publisher Full Text

Hartke RJ, King RB: Telephone group intervention for older stroke
caregivers. Top Stroke Rehabil. 2003; 9(4): 65-81.
PubMed Abstract | Publisher Full Text

Wilz G, Soellner R: Evaluation of a short-term telephone based cognitive
behavioral intervention for dementia family caregivers. Clin Gerontologist.
2016; 39(1): 25-47.

Publisher Full Text

Shaw JM, Young JM, Butow PN: Improving psychosocial outcomes for
caregivers of people with poor prognosis gastrointestinal cancers: a
randomized controlled trial. Support Care Cancer. 2016; 24(2): 585-595.
PubMed Abstract | Publisher Full Text

Tremont G, Davis JD, Bishop DS, et al.: Telephone-delivered psychosocial
intervention reduces burden in dementia caregivers. Dementia(London).
2008; 74(4): 503-20.

PubMed Abstract | Publisher Full Text | Free Full Text

Preissner K, Finlayson M, Henkel C: Recruiting for Caregiver Education
Research: Perspectives of Caregivers of People with Multiple Sclerosis. Int /
MS Care. 2012; 14(4): 188-196.

PubMed Abstract | Publisher Full Text | Free Full Text

Hughes N, Locock L, Ziebland S: Personal identify and the role of ‘carer’ among
relatives of people with multiple sclerosis. Soc Sci Med. 2013; 96: 78-85.
PubMed Abstract | Publisher Full Text | Free Full Text

O'Connor DL: Self-identifying as a caregiver: exploring the positioning
process. | Aging Studies. 2007; 21(2): 165-174.

Publisher Full Text

Bowen C, MacLehose A, Beaumont JG: Advanced multiple sclerosis and

the psychosocial impact on families. Psychol Health. 2011; 26(1): 113-127.
PubMed Abstract | Publisher Full Text

Smith V: SWAT 55 survey and dataset (Version Final) [Data set]. Zenodo. 2020.
http://www.doi.org/10.5281/zenod0.4029385

Page 11 of 17


http://www.ncbi.nlm.nih.gov/pubmed/29490702
http://dx.doi.org/10.1186/s13063-018-2544-4
http://www.ncbi.nlm.nih.gov/pmc/articles/5831203
http://www.ncbi.nlm.nih.gov/pubmed/24092994
http://dx.doi.org/10.2147/IJGM.S45156
http://www.ncbi.nlm.nih.gov/pmc/articles/3787893
http://www.ncbi.nlm.nih.gov/pubmed/26281853
http://dx.doi.org/10.1177/0269216315600331
http://www.ncbi.nlm.nih.gov/pubmed/8532986
http://dx.doi.org/10.1002/sim.4780141709
http://www.ncbi.nlm.nih.gov/pubmed/26978655
http://dx.doi.org/10.1371/journal.pone.0150205
http://www.ncbi.nlm.nih.gov/pmc/articles/4792418
http://www.ncbi.nlm.nih.gov/pubmed/16455478
http://dx.doi.org/10.1016/S1470-2045(06)70576-9
http://www.ncbi.nlm.nih.gov/pubmed/23557729
http://dx.doi.org/10.1016/j.cct.2013.03.007
http://www.ncbi.nlm.nih.gov/pubmed/24328648
http://dx.doi.org/10.2105/AJPH.2013.301706
http://www.ncbi.nlm.nih.gov/pmc/articles/3935672
http://www.ncbi.nlm.nih.gov/pubmed/23665997
http://dx.doi.org/10.1136/medethics-2012-101147
http://www.ncbi.nlm.nih.gov/pubmed/26455613
http://dx.doi.org/10.11124/jbisrir-2015-2051
http://www.ncbi.nlm.nih.gov/pubmed/26537492
http://dx.doi.org/10.1186/s13063-015-0957-x
http://www.ncbi.nlm.nih.gov/pmc/articles/4634156
http://www.ncbi.nlm.nih.gov/pubmed/27041121
http://dx.doi.org/10.1007/s00431-016-2715-9
http://www.ncbi.nlm.nih.gov/pmc/articles/4839044
http://www.ncbi.nlm.nih.gov/pubmed/29468635
http://dx.doi.org/10.1002/14651858.MR000013.pub6
http://www.ncbi.nlm.nih.gov/pmc/articles/7078793
http://dx.doi.org/10.1186/1745-6215-16-S2-P98
http://www.ncbi.nlm.nih.gov/pmc/articles/4660321
https://www.who.int/mental_health/publications/neurological_disorders_ph_challenges/en/
https://www.cso.ie/en/csolatestnews/presspages/2017/census2016summaryresults-part1/
https://www.health-hats.com/resource/engaging_family_partners_transitions/
http://www.ncbi.nlm.nih.gov/pubmed/26042373
http://dx.doi.org/10.1097/01.JHQ.0000460117.83437.b3
http://www.ncbi.nlm.nih.gov/pubmed/14523701
http://dx.doi.org/10.1310/RX0A-6E2Y-BU8J-W0VL
http://dx.doi.org/10.1080/07317115.2015.1101631
http://www.ncbi.nlm.nih.gov/pubmed/26111955
http://dx.doi.org/10.1007/s00520-015-2817-3
http://www.ncbi.nlm.nih.gov/pubmed/20228893
http://dx.doi.org/10.1177/1471301208096632
http://www.ncbi.nlm.nih.gov/pmc/articles/2836858
http://www.ncbi.nlm.nih.gov/pubmed/24034954
http://dx.doi.org/10.7224/1537-2073-14.4.188
http://www.ncbi.nlm.nih.gov/pmc/articles/3882986
http://www.ncbi.nlm.nih.gov/pubmed/24034954
http://dx.doi.org/10.1016/j.socscimed.2013.07.023
http://www.ncbi.nlm.nih.gov/pmc/articles/3778435
http://dx.doi.org/10.1016/j.jaging.2006.06.002
http://www.ncbi.nlm.nih.gov/pubmed/24034954
http://dx.doi.org/10.1080/08870440903287934
http://www.doi.org/10.6084/m9.figshare.967827

H RB O pe n Resea rCh HRB Open Research 2021, 3:71 Last updated: 01 JUL 2021

Open Peer Review

Current Peer Review Status: v ?

Reviewer Report 17 June 2021

https://doi.org/10.21956/hrbopenres.14395.r29557

© 2021 Randell E. This is an open access peer review report distributed under the terms of the Creative Commons
Attribution License, which permits unrestricted use, distribution, and reproduction in any medium, provided the
original work is properly cited.

+/  Elizabeth Randell
Centre for Trials Research, Cardiff University, Cardiff, UK

Many thanks to the authors for their responses.

Competing Interests: No competing interests were disclosed.
Reviewer Expertise: Intellectual disability and autism

I confirm that I have read this submission and believe that I have an appropriate level of
expertise to confirm that it is of an acceptable scientific standard.

Reviewer Report 28 January 2021

https://doi.org/10.21956/hrbopenres.14235.r28738

© 2021 Badger T. This is an open access peer review report distributed under the terms of the Creative Commons
Attribution License, which permits unrestricted use, distribution, and reproduction in any medium, provided the
original work is properly cited.

? Terry A Badger
College of Nursing, University of Arizona, Tucson, AZ, USA

A clearly presented SWAT, including providing insight why carers do not participate in clinical
trials. There are a number of limitations to this study, especially the phase 1. Findings from two
carers are unlikely to have achieved data saturation calling into question using this information to
develop the survey. It would be important to have more detail about the interview methods and

Page 12 of 17


https://doi.org/10.21956/hrbopenres.14395.r29557
https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/
https://doi.org/10.21956/hrbopenres.14235.r28738
https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/

H RB O pe n Resea rCh HRB Open Research 2021, 3:71 Last updated: 01 JUL 2021

how authors maintained rigor.

Recruitment from a national network was good, however the fact that so few responded in of itself
is problematic.

Surveys are usually not well received, it would be helpful to know what other methods were used
beyond mailing them. The discussion is too broad and goes beyond the data. Likely this study
needs to be replicated with a larger sample in both phase 1 and two.

Manuscript would benefit from revision.

Is the work clearly and accurately presented and does it cite the current literature?
Yes

Is the study design appropriate and is the work technically sound?
Yes

Are sufficient details of methods and analysis provided to allow replication by others?
Partly

If applicable, is the statistical analysis and its interpretation appropriate?
Partly

Are all the source data underlying the results available to ensure full reproducibility?
Partly

Are the conclusions drawn adequately supported by the results?
Partly

Competing Interests: No competing interests were disclosed.

Reviewer Expertise: PsychoOncology: Symptom management interventions for Cancer Survivors
and Caregivers.

I confirm that I have read this submission and believe that I have an appropriate level of
expertise to confirm that it is of an acceptable scientific standard, however I have
significant reservations, as outlined above.

Author Response 07 Feb 2021
Valerie Smith, Trinity College Dublin, 24 D'Olier Street, Dublin, Ireland

Thank you very much for your review and valuable comments on our manuscript. We have
addressed these and provide point by point responses as below.

A clearly presented SWAT, including providing insight why carers do not participate in
clinical trials
Response: Thank you

Page 13 of 17



H RB O pe n Resea rCh HRB Open Research 2021, 3:71 Last updated: 01 JUL 2021
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The authors have identified the limitations in the study design but I would add that the sample
from phase 1 was very small. I would be wary of taking the findings purely from these 2 interviews
forward to form the basis of the survey.

I think the manuscript could describe the content of the interview schedule briefly to inform the
reader as to how this was devised.

Recruitment was from the Family Carers Ireland network - again, the authors have discussed this
as a limited source of recruitment and perhaps this was a group of people already motivated the
population in terms of making their voices heard. Did the authors consider how other carers
might be reached? Collection and reporting of ethnicity data could also have been included as we
consider how to reach under represented populations.

Further description could have been included with regards to any differences in motivators or
challenges depending on the type of trial carers might take partini.e. CTIMP versus non-CTIMP?
The manuscript would benefit from having survey questions included.

I think that the results have been generalised to all carers too much and that there is important
further research to be undertaken to examine how barriers faced might vary according to the
needs of the individual being cared for e.g. issues around capacity and consent.
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Thank you very much for your review and valuable comments on our manuscript. We have
addressed these and provide point by point responses as below.

A clearly presented SWAT building on available data to provide insight into participation of
informal care givers. This is a really interesting area on which to conduct this piece of
research.

Response: Thank you

The authors have identified the limitations in the study design, but I would add that the
sample from phase 1 was very small. I would be wary of taking the findings purely from
these 2 interviews forward to form the basis of the survey.

Response: Thank you; we have added a sentence to emphasise that we made a necessary
pragmatic decision to use data from systematic reviews to inform the development of the
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the reader as to how this was devised.
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the link to this file in the text under the Phase 1 subsection of the Design section (available
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Recruitment was from the Family Carers Ireland network - again, the authors have
discussed this as a limited source of recruitment and perhaps this was a group of people
already motivated the population in terms of making their voices heard. Did the authors
consider how other carers might be reached?

Response: Thank you, this is a really important point; we didn't go beyond Family Carers
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Collection and reporting of ethnicity data could also have been included as we consider how
to reach under-represented populations.

Response: Thank you; we did not collect ethnicity data, but certainly will consider this in any
future SWAT-55.

Further description could have been included with regards to any differences in motivators
or challenges depending on the type of trial carers might take partin i.e. CTIMP versus non-
CTIMP? The manuscript would benefit from having survey questions included.
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I think that the results have been generalised to all carers too much and that there is
important further research to be undertaken to examine how barriers faced might vary
according to the needs of the individual being cared for e.g. issues around capacity and
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Response: We have edited the Discussion (in particular the implications section) and the
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the important point about the need for further research which would examine how barriers

faced might vary according to the needs of the individual being cared for (Conclusion, last
line).
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