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ABSTRACT

Objectives Parent carers of children with special
educational needs or disability are at risk of poorer mental
and physical health. In response to these needs, we
codeveloped the ‘Healthy Parent Carers’ (HPC) programme.
This study examined the views and experiences

of participants in the HPC feasibility trial to inform
programme refinement.

Intervention, setting and participants HPC is a peer-led
group-based intervention (supported by online materials)
for primary carers of disabled children, encouraging
behaviours linked with health and well-being. It was
delivered by two lead and six assistant peer facilitators in
six community sites (one lead and one assistant per group)
in South West England over six or 12 sessions. Control
participants had online materials only. The trial involved 47
intervention and 45 control parent carers (97% female and
97% white) and eight facilitators (one male).

Design A preplanned mixed methods process evaluation
using questionnaires and checklists (during and after the
intervention), qualitative interviews with participants after
intervention (n=18) and a focus group with facilitators
after trial.

Results HPC was highly acceptable to participants and
facilitators and experiences were very positive. Participants
reported that the programme increased awareness of
what parent carers could and could not change and their
self-efficacy to engage in health-promoting behaviours.
The intended mechanisms of action (social identification
and peer support) matched participants’ expectations

and experiences. Control participants found the online-
only programme flexible but isolating, as there were no
opportunities to share ideas and problem solve with peers,
the key function of the programme. Areas for improvement
were identified for programme content, facilitator training
and delivery.

Conclusion HPC was acceptable, well received and offers
considerable potential to improve the health of parent
carers. Under the pandemic, the challenge going forward
is how best to maintain reach and fidelity to function while
delivering a more virtual programme.

Trial registration number ISRCTN15144652.

STRENGTHS AND LIMITATIONS OF THIS STUDY

= The Healthy Parent Carers programme has followed
the key principles of intervention development.

= Qualitative and quantitative data have been syn-
thesised systematically to refine and optimise the
intervention.

= The intervention refinement process is transparent,
and adaptations reflect the process data collected.

= Key uncertainties to be addressed in future research
have been identified.

= Experiences and views are from a predominantly
white population, therefore are not necessarily rep-
resentative of ethnically/culturally and linguistically
diverse parent carers.

INTRODUCTION

Parent carers of children with special educa-
tional needs or disability are at increased
risk of poorer mental™ and physical
health,?°7 1171 3 problem recognised in the
NHS Long Term Plan as requiring action to
support the personal needs of carers.'* Parent
carers experience challenges to maintaining
good health that have implications for their
well-being and their ability to care for their
children, and recent reviews conclude that
there are insufficient programmes that aim
to support parental health, which are likely
to be the best strategy to advance both child
and family outcomes."” '° In response to this
need we codeveloped the ‘Healthy Parent
Carers’ (HPC) programme, a community-
based behaviour change approach to improve
health and well-being, advocated by Public
Health England.'”'® This health promotion
intervention targets specific behaviours based
around a set of universal and evidence-based
actions (called CLANGERS) associated with
health and well-being. CLANGERS stands
for Connect, Learn, be Active, take Notice,
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Box1 Summary of the Healthy Parent Carers programme
(including the online materials)

Face-to-face sessions

Content—activities based on CLANGERS (Connect, Learn, be Active,
take Notice, Give, Eat well, Relax and Sleep), an extension of the ‘5
ways to wellbeing’.

Format—12 modules over 24 hours.

Setting—community sites (two special schools, one children’s hospice,
one Parent Carer Forum premise, one adult learning community venue
and one hotel regularly used for parent carer meetings).

Delivery—six 4-hour daytime sessions (comprising two modules per
session) or twelve 2-hour evening sessions (one module per session)
delivered to groups of 4—12 parent carers.

Personnel—one lead and one assistant facilitator per group.

Online materials

Included written content which provided participants with information
on the CLANGERS, note-taking space to reflect on their own thoughts
and templates for participants to develop their own goals and action
plans. Audio and video recordings were also provided to illustrate each
of the CLANGERS.

The content related to each module was released to participants in each
group after it was delivered in their specific group sessions.

Give, Eat well, Relax and Sleep.19 The ‘CLANG’ compo-
nent comprises the ‘Five Ways to Wellbeing’ based on the
evidence from the Foresight Project on Mental Capital
and Wellbeing.%) Each of these behaviours is potentially
more difficult for parent carers to sustain because of
the demands and disruptions of their caring role. The
programme involves a range of activities to improve parent
carer confidence, motivation and self-efficacy to plan,
prioritise and enact these universal actions to improve
their own health and well-being, while expanding their
social network and providing peer-to-peer social support.

Intervention mapping21 with extensive stakeholder
involvement was used to develop programme content
and delivery strategies (online supplemental document
la,b) which was piloted with one group of seven parent
carers, delivered by two peer facilitators (MF/AM), with
whom the intervention was cocreated. The findings of
this proof-of-concept study and details of the intervention
development, logic model and content were published
previously.22 Box 1 summarises the programme content,
format and delivery.

The feasibility study

The feasibility study aimed to assess whether the
programme could be delivered in the community and
evaluated the acceptability of a randomised controlled
trial (RCT) design.” The trial ran between July 2018 and
June 2020. Ninety-two participants were randomised: 47
to the HPC group programme (delivered in six commu-
nity sites across Cornwall, Devon and Somerset) and 45
to the control group, which involved access to the HPC
online resources only. The group sessions ran between
January and July 2019. Outcome measures were collected
at baseline (prior to randomisation), immediately after

Box 2 Facilitator training programme
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Format

= Block 1: 2days (lead facilitators only). November 2018.

= Block 2: 2days (lead and assistant facilitators). November 2018
(3 weeks following block 1).

= Block 3: 1day (lead and assistant facilitators). April 2018 (after de-
livery of cohort 1).

Content

= Block 1. Overview of programme; exploration of well-being and the
CLANGERS (Connect, Learn, be Active, take Notice, Give, Eat well,
Relax and Sleep); facilitator roles and responsibilities; modelling de-
livery; research processes; safeguarding.

= Block 2. Overview of programme; exploration of well-being and the
CLANGERS; facilitator roles and responsibilities; facilitator skills and
competencies; group facilitation; managing group dynamics; model-
ling delivery; practising delivery; research processes; safeguarding.

= Block 3. Refresher training; review of CLANGERS, facilitator reflec-
tions, research processes, safeguarding.

Personnel
Researchers and two parent carers (MF and AM) who coproduced the
programme and delivered the proof-of-concept pilot.

Facilitator recruitment

Parent carers who are senior facilitators of the Council for Disabled
Children’s Expert Parent Programme were referred to us to become
lead facilitators, based on their experience in developing and facilitating
programmes for parent carers.

Assistant facilitators were recruited through adverts shared through
contacts in the project Stakeholder Advisory Group. Adverts included
information about the role and person specification criteria. Applicants
were interviewed by a researcher and selection decisions were made
by the research team.

Safeguarding

The safeguarding protocol for facilitators was outlined in training and
provided in the delivery manual. If any concerns arose during the pro-
gramme, facilitators were instructed to inform the study team and fol-
low the protocol, which included a reporting flow chart and information
for Multi-Agency Referral Units and other relevant contacts at each site.

intervention and 6months later (online supplemental
document 2).

HPC group sessions were delivered by pairs of peer
lead and assistant facilitators who were themselves parent
carers of children with chronic health conditions. Two
lead facilitators, experienced in delivering group training
to parent carers, were recruited from the Council for
Disabled Children (CDC). Nine assistant facilitators
(including three reserves) were recruited through recom-
mendations from our Stakeholder Advisory Group and
through local network adverts. Volunteers were short-
listed and interviewed by telephone. Selection decisions
were made based on a practical understanding of the
challenges faced by parent carers in relation to their own
health and well-being with reference to our person spec-
ification, and availability to deliver at one of the selected
venues. Details of the training programme are shown in
box 2.
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PROCESS EVALUATION FACILITATORS

FLOW OF PARTICIPANTS OUTCOME MEASURES

2 Lead and 9 Assistant
Facilitators recruited

2 Lead and 9 Assistant
Facilitators trained

Facilitator pre-training questionnaire;

FACILITATOR TRAINING FEEDBACK
QUESTIONNAIRE X3 (100% returned ‘

Six community sites
selected

Expressions of interest

after each block) 2 Lead and 6 Assistant
Facilitators delivered the
groups

PARTICIPANT FEEDBACK FORMS

(n=193)
A d for eligibility Excluded:
(n=143) * Unable to contact (n=50)

- Excluded:
Consentand Baseline | | « Unable to attend (n=46)
assessment (T1) (n=93) « Missed deadline for site (n=4)

> *T1 measures

| Randomised (n=92) Withdrawn (n=1)

v

*  Weekly (intervention) (n=170, l

!

94.4% of those attending)

¢ End of programme (Intervention
and Control) (n=77, 82.8% of those
completing the programme)

FACILITATOR SUPPORT CALLS
¢ 2 pergroup/site (after week 1 and
half way through the programme) | _

FACILITATOR DELIVERY CHECKLISTS
* N=72,100% returned

SESSION RECORDINGS
¢ 9selected sessions

Allocated to group intervention
(n=47; 44 female, 3 male; 45 white)

Site 1 (12 evening sessions) (n=7)
(2 did not attend any sessions)

Site 2 (6 daytime sessions) (n=10)
(2 did not attend any sessions)

Site 3 (6 daytime sessions) (n=6)
(3 did not attend any sessions)

Site 4 (6 daytime sessions) (n=8)
(4 did not attend any sessions)

Site 5 (6 daytime sessions) (n=8)
(2 did not attend any sessions)

Site 6 (6 daytime sessions) (n=8)
(3 did not attend,any sessions)

Allocated to control (n=45; 44 female, 1
male; 44 white)

*Received allocated intervention (n=44)
*Withdrawn from study (n=1)

PARTICIPANT INTERVIEWS (n=18)

First Follow-up (T2)

Post-intervention —> *T2 measures

(n=84, 91%)

* Intervention n=12, 2 per site <
* Intervention, non attending n=4
e Control n=6, 1 per site L

FACILITATOR FOCUS GROUP (n=8)
e 2 Lead facilitators
* 6 Assistant Facilitators (all those

Second Follow-up (T3)

6 months after T2 —
(n=83, 90%)

*T3 measures

involved in the programme
delivery)

Figure 1

One of the lead facilitators delivered the 6-week
programme to two groups (two sites) and one delivered
to four groups (four sites), one of which followed the
12-session format (box 1). Each assistant facilitator was
assigned to support delivery in one of the six groups.

Figure 1 shows the flow of participants in the trial and
details of data collection.

The aim of this paper is to present the mixed methods
process data on the motivations of parent carer partici-
pants and facilitators to take partin the HPC programme,
their views and experiences of receiving/delivering the
programme and its refinement in response to these
data. Trial findings related to recruitment and reten-
tion, fidelity of intervention delivery, the feasibility and

Flow of participants and measures. *Bjornstad et al.?®

acceptability of trial processes and outcome data are
reported separately.”*

METHODS

Patient and public involvement

Parent carers have been involved in all stages of devel-
oping the intervention, designing the feasibility study and
refining the programme in light of the findings from this
feasibility trial, through the involvement of the Peninsula
Childhood Disability Research Unit (PenCRU) Family
Faculty (www.pencru.org/getinvolved/ourfamilyfaculty).
The Family Faculty are parent carers who are offered
opportunities to be involved in research.

Lloyd J, et al. BMJ Open 2021;11:045570. doi:10.1136/bmjopen-2020-045570
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Box 3 Process evaluation measures and sampling
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Facilitator training feedback questionnaire

To assess self-reported knowledge, understanding, skills and confi-
dence to deliver the intervention and facilitator reflections on the train-
ing. Data were collated and averaged to provide an overall score out
of 5 for each training block for knowledge and understanding (of the
programme, facilitation techniques, developing a positive group dynam-
ic and facilitator roles and responsibilities), skills and confidence (to
present information, lead activities, create a positive group dynamic,
manage time and difficult situations) (online supplemental document 3).

Facilitator support calls
To understand and respond to delivery challenges (two per site, one
following week 1 and one halfway through the programme).

Facilitator delivery checklists

To understand the experiences and views on group delivery (weekly
checklist, also included a check on content delivered) (module 1 exam-
ple, online supplemental document 4).

Focus group with facilitators

To understand lead and assistant facilitator experiences and views on
training, delivery and programme content (online supplemental doc-
ument 5). All lead and assistant facilitators involved in delivering the
programme were invited to attend the focus group, which took place at
a meeting room within the University of Exeter. The 2-hour focus group
took place once all groups were completed, led by JL and supported by
BC-F (researchers not involved in delivering the programme). The focus
group was audio recorded and transcribed verbatim (with any potential-
ly identifiable information anonymised).

Participants’ feedback questionnaires

To understand participant (control and intervention) experiences and
views on programme content and delivery at the end of each group
session (online supplemental document 6) and at the end of the pro-
gramme (online supplemental document 7) and 6-month follow-up (on-
line supplemental document 8).

Participant phone interviews

To understand and explore participant experiences, views and engage-
ment with the group sessions and online materials (intervention and
control) (online supplemental documents 9 and 10). Twelve interven-
tion (two per group/site) and six control participants (one per site) were
sampled to ensure that two out of the four male carers in the study (one
control and one intervention) were interviewed and the range of parent
carer challenges was represented (selection was based on lead facilita-
tor comments and participant end-of-programme feedback). Interviews
were carried out by a researcher not involved in delivering the pro-
gramme (BC-F) and were audio recorded and transcribed verbatim, with
names and other identifying information changed for confidentiality.
Interviews took place as soon as possible after participants completed
their postintervention measures and before the 6-month follow-up.

Participants

Recruitment of participants and facilitators to the trial is
reported above. For quantitative process evaluation data,
all trial participants in both arms were sent online feed-
back forms after the programme, and all group partici-
pants were asked to complete the feedback forms after
each session. For qualitative process evaluation data collec-
tion, participants were purposively sampled for maximum
variation to include male and female perspectives, a

range of engagement levels and parent carer challenges
(see box 3), and all facilitators involved in delivering the
programme were invited to a focus group.

Data collection

Qualitative and quantitative data were collected from
participants in both arms and facilitators on programme
uptake, reach, training, delivery and experience as well
as suggestions for improvement. Researchers (BC-F, JL)
who were not involved in programme delivery collected
the qualitative data. Box 3 presents the measures (details
in online supplemental documents 3-10) and sampling
process.

Data analysis

Qualitative data

All qualitative data were uploaded to NVivo V.12. Taking
both an inductive and deductive thematic approach to
analysis, we developed a coding framework to catego-
rise the data from participant interviews, facilitator focus
group, facilitator support calls and free text data from
the participant and facilitator questionnaires. Three
parent interviews were coded independently by three
researchers (BC-F, AB, JL) initially and compared to
agree the coding framework, which included combining
codes and arranging them into higher level categories to
organise the data. While the detailed codes were devel-
oped inductively, the categories were more deductive
and followed the key areas of interest in the process eval-
uation, reflecting the interview topic guide. The agreed
framework was then used to code the remaining inter-
views, adding new inductive codes when identified. Facili-
tator support calls and free text data from the participant
and facilitator questionnaires were coded by AG and
BCF, and 20% were double coded by SM. All interview
transcripts (n=18) were coded by BC-F, and 50% (n=9)
were double coded by AB and JL. The focus group tran-
script was coded by BC-F and checked by JL. and AB. The
double coding and crosschecking of the coding, and
regular team discussions on analysis and interpretation
helped ensure the quality of analysis and minimise any
potential researcher bias. Findings from the parent inter-
views were triangulated with data arising from the focus
group and the questionnaires.

Quantitative data
Relevant quantitative questionnaire data in relation to
participant and facilitator experiences and views were
collated and presented descriptively alongside the qual-
itative findings.

Data synthesis for intervention refinement

Data relevant to programme improvement (ie, sugges-
tions, critical comments, negative experiences) were
extracted from NVivo. These data were coded and sorted
into three categories: facilitator training, intervention
delivery and intervention content (including online
materials). For each suggestion/comment, the source
of data was noted, including when there were mixed
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Weekly
Mg || ek irom || pertcpant || PUREOR e
e participants interviews L
feedback and facilitators feedback
Facilitators

Coding of data and development of

Coding Framework

I

Data relevant to
programme
improvement
extracted

v

Data tabulated by content (including online
materials) , delivery and training

improvements

Data reviewed and discussed by core Trial
Management team and Patient and Public
Involvement (PPI) co-investigators over several
meetings. Decisions were based on:

PPI group reviewed three feedback points relating
to:
* How best to communicate accessibility and

A

* Evidence the change/refinement was needed

* Change did not compromise programme Theory of
Change

¢ Change was feasible in terms of implementation
and trial delivery

A4

learning need to the Lead Facilitator prior to the
group sessions

¢ How best to contact participants who miss
sessions

¢ Which videos should be retained/replaced

— e

* Green - Make change

* Red - No change

Possible changes/refinements prioritised using colour system

* Amber - Change if time/resources allow

Development of
implementation
plan

A 4

Development of
Train-the-Trainers
Manual

Revision of
Facilitator Delivery
Manual

Figure 2 Programme refinement process. LF, Lead Facilitator; PPI, patient and public involvement; TM team, Trial

Management team.

or contradictory views. Figure 2 shows the refinement
process. Potential refinements were discussed and priori-
tised using a colour-coded system.

FINDINGS

Trial participants were aged 42.5 (8.0) years (mean
(SD)), with 96% female and 97% white. Figure 1 shows
the number of participants who provided each type of
process evaluation data. Completeness of questionnaire
data was high for participants (>80%) and facilitators
(100%). According to facilitators’ self-report delivery
checklists, 90% of activities were delivered across all
groups. Scores from researcher checklists of the nine
audio-recorded modules** similarly indicated that 91% of
activities were delivered. Interviews were carried out with

12 intervention (two per group/site; 11 female, 1 male)
and six control participants (one per site; five female, one
male). The focus group involved all lead (n=2 females)
and assistant (n=6; 5 females, 1 male) facilitators. The
mixed methods findings are summarised below, with illus-
trative quotes reported in boxes 4 and 5 and additional
quotes and comments in online supplemental document
11.

Facilitator experiences

Motivations and expectations

Five out of eight facilitators had experience of facili-
tating parent carer groups. Most reported being inter-
ested in delivering the programme because it fitted with
their skills and interests, and offered an opportunity to
further develop their professional skills and confidence.

Lloyd J, et al. BMJ Open 2021;11:045570. doi:10.1136/bmjopen-2020-045570
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Box 4 Selected quotes illustrating facilitators’
experiences

Motivations and expectations

| feel that this training is a natural continuation to take forward the
previous training | have been involved in. | am passionate about em-
powering parents with high quality information, support and advice.
(Facilitator pretraining questionnaire)

For me it was a mixture of interlinked personal and professional rea-
sons... I'm keen to do good in the world, if | can, keen to use some of
my professional skills and enhance my professional skills while doing
that. (Assistant Facilitator, focus group)

| know the power of groups and supporting each other... | know it's so
important to have people that understand and support you, because it
can be lonely. | had lots of hope that this would help other people and,
yes, it definitely was fulfilled. (Assistant Facilitator, focus group)

Training, preparation and support

Parent carers are a very specific group to deliver to and maybe some-
thing that is more specific around the baggage, if you'll excuse me for
using that word. The baggage that parent carers bring into the room
is extremely specific and the group dynamic isn’t managing conflict,
usually, with parent carers. It's very different. (...) | always find parent
carers very quick to bond and support each other. Very, very quick; they
really do move forward in that way. But when you’ve got an individual. ..
Something about managing the individual rather than the group as a
whole. (Lead Facilitator, focus group)

| didn’t know enough about the programme before | actually joined in as
an assistant.... now, it would be fine going back but when you suddenly
do the programme you haven’t got a clue what’s necessarily coming up
next and you don’t know how, emotionally, you’re going to feel. (...) It
probably would have been easier if I'd done the programme myself, be-
cause | could have then looked back at some notes, so any things that
| come across being difficult, | would have had a clearer focus rather
than what’s actually going on with me at the time. (Assistant Facilitator,
focus group)

Assistant Facilitator: For me, the support calls were more about the
sharing of experiences—and the issues and part of the process and the
research as well. | guess you [the researcher] were kind of in research
mode to some extent in those calls. But the support seemed to me to be
within the facilitator team.

Lead Facilitator: | agree absolutely with that. Totally. | think that the rela-
tionship that we had as co-facilitators is where | drew my support about
anything that wasn't just on a practical basis.

Assistant Facilitator: And that’s different levels of support needed.
(Focus group)

Programme content and group delivery

The repetitiveness of the way it was delivered really helped parents
to predict and understand where they were going, so it put them in a
very comfortable space as well. (...) Because every CLANGER is quite a
repetitive process and it’s unpicking the meanings, lots of self-reflection
and we were using the collated feedback to constantly cross-reference
and compare... (Lead Facilitator, focus group)

| found it hard work. .. and it was very intense and it was more counsel-
ling... because people were really disclosing lots of things about their
lives and that way... the impact on us as facilitators was more intense
experience... and whilst | think we didn’t have anything we couldn’t
handle between us, it actually became more than the course is meant
to be. (Lead Facilitator, focus group)

| think one of the things that | definitely felt was the relationship be-
tween the trainer and the assistant facilitator is amazing and | definitely
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feel like the absolute bonus is I've gained a really good friend who |
think going on it together actually benefits our health and wellbeing,
just delivering it together. It is really positive. (Assistant Facilitator, focus

group)
(See online supplemental document 11 for additional quotes/comments.)

Facilitators recognised the need for, and importance of,
health and well-being training for parent carers, believed
in the value of the programme (and group support)
and wanted to support other parent carers. All reported
interest in contributing to the research and programme
development, and five hoped to benefit from the
programme themselves.

Training, preparation and support

Following blocks 1, 2 and 3 of training (box 2), all lead
and assistant facilitators completed the facilitator training
feedback questionnaire. Overall scores were out of 5.
Knowledge/understanding and skills/confidence for
each block were high at 4.5 and 4.6; 4.5 and 4.3; and 4.6
and 4.45, respectively. The only component to decrease
over the training was the facilitator’s skills and confidence
to manage difficult/sensitive issues. Thus, unsurprisingly,
in the focus group following programme delivery, they
suggested the training could focus more on the delivery
style and practice, and managing difficult issues specific
to parent carers likely to arise in group discussions. Facili-
tators suggested that future facilitators could be recruited
from those completing the programme, so facilitators
would possess a greater understanding of the content and
process and be able to build on their own experience of
the programme. They also suggested better clarifying the
roles and responsibilities of lead and assistant facilitators,
and to be matched and trained together. They reported
satisfactory support throughout programme delivery (ie,
supervision from CDC, support calls with the research
team), but particularly valued the sharing and support
among fellow facilitators. Nearly three-quarters of facili-
tators believed that sufficient time had been allocated to
training.

Programme content and group delivery

Facilitators perceived the following benefits of the
programme for participants: the focus on parent health/
well-being (rather than their children); the face-to-face
group delivery (rather than online); the consistent and
predictable session structure; the weekly goal setting (but
suggested simplifying ‘SMART’ (Specific, Measurable,
Attainable, Relevant and Time based) to ‘achievable’
goals). They perceived both 6-week and 12-week delivery
as suitable.

Facilitators found the practical activities an important
component (in addition to group discussions) but some
activities triggered difficult feelings among some partic-
ipants. The facilitators reported that some participants
disclosed difficult personal issues, which were challenging
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Box 5 Selected quotes illustrating participants’
experiences

Motivation to participate and expectations

| feel that being a parent-carer is really draining on your mental health
and also | wanted to try and get healthy anyway, especially with it being
January. (...) a bit of knowledge maybe about the way | feel and maybe
a bit less guilt, the fact that | feel that | need to take time out for myself.
(P13, control)

| just thought it could be useful because a lot of the time | find as a
parent carer all the focus is on the children which is obviously the main
thing but the parents need to be healthy and happy to give the children
the best. (P8, intervention)

Experiences of the programme and its impact

It was fantastic. | think it was really well done. (...) | think it’s changed
my life. (...) | think the best thing was going to the group, meeting ev-
erybody in the group, just meeting like-minded people, having a break
from life and being in a different place for a while, reflecting on aspects
of my life that | didn’t really think about or had put away, and | learnt
more about myself. (P5, intervention)

Meeting people who understand and ‘get it’ reduced my isolation.
Having parent carers as facilitators helped a lot. Having 12 structured
sessions made me commit to it and focus on my own health. Having
structured fun informative sessions helped a lot—I definitely went
through a process of change. The use of humour was really important
to me—and learning to be more resilient. (End-of-programme feedback
form)

A lot of it is very common sense stuff. (...) It’s like a revelation without
it being a revelation, because you know all that stuff, but you don’t take
the time to think about it and it was just very much about focusing on
us and improving things for ourselves before we can do it for everyone
else really. (P3, intervention)

Unfortunately, | think we were one of the groups that was very small,
which was good in some ways because you got to know the people
better and you had a bit more time, but then on the other side, at one
point there was only two of us there and you've not got everybody’s
stories, you’ve not got everybody’s experiences, it was just a couple of
us. (P4, intervention)

If the group was a little bit bigger...you would get more input and there
would be more discussion because even though we were able to dis-
cuss things, | think a bit more of an open, broader amount of different
people with different lives would make it a lot more interesting. (P6,
intervention)

Was there anything that | didn’t like? | think the only thing that made me
feel... was sometimes like the icebreaker thing, but that’s just me feel-
ing nervous about (...) sometimes in group situations if I'm asked my
opinion on something or asked to think about something and you’ve got
to kind of think quickly, | get really nervous. (...) | think at the beginning
also you are worried about what will people think of me and how will |
be perceived by other people. You don’t want to say the wrong thing. ..
(P2, intervention)

Views on online materials

Initially | was curious and then | think it dwindled off because | felt
like the course was covering everything so thoroughly that would it
add anything to what | had already had? (P4, intervention)

What was there was absolutely fantastic and | think the videos were
a good way of doing it because | am better at learning through
watching the videos and being able to go back to them rather than
just having loads and loads of information to read... (P18, control)

Continued

Box5 Continued

"1yBuAdoo Ag paroarold 1s8nb Aq 20z ‘0z Iudy uo /wod fwg uadolway/:dny woly pspeojumod "TZ0z 1ISnbny Gz uo 0/5570-0Z02-uadolwag/9eTT 0T St paysiignd 1s1y :uadO NG

| found doing the online course quite isolating. Personally, | would have
made more changes if | had been in the group. (...) | have ticked the
box, | have done it (...) | found myself thinking about everything else
that | should be doing, whereas if | had gone to the group and they were
watching that video... you are switched on to be watching that video,
whereas for me, | was there thinking, ‘Okay, | have got to do this, so |
will sit down and do this'... and then my mind... at one point, | was so
tired that | was thinking, ‘Oh gosh, | have got to go and make lunch’...
(P18, control)

Factors influencing ability to engage with and benefit from
the programme

...on some days you are impacted by inadvertent events and there is
no relaxation, there is five hours’ sleep. That’s just the way it is. (P14,
control)

| have some really quite big social care needs and health care needs
of my own that are not being met and so it is much more difficult to sit
there going, ‘Ah well, have | eaten properly today?’ But those things
don’t exist so it’s better than nothing. (...) But | think it’s working really
well for some people. Yes, | can see that other members of the group
were getting masses more out of it than | was. So | think if it’s the right
thing for you then it’s clearly way more beneficial. (P2, intervention)

| couldn’t really make out whether | liked it or not. It was alright, it was
pleasant enough, but I think I've got a whole bunch of underlying issues
that are not being addressed. .. for some people it was clearly really hit-
ting the spot... and for me, I'm going, if | don’t actually get some proper
mental health care and social care support | can’t really look... well |
can look at it but | can just go, ‘Yes, that will be nice, one day, maybe,
mmm, okay’. (...) (Interviewer: What did you not like or not find helpful,
if anything?) | suppose the assumption that’s it in my power to change
some of these things when it just isn’t. (P2, intervention)

to address in the group without turning into counselling
sessions; thus, the facilitators stressed the importance
of training in managing such situations. This was more
problematic when groups were small, and the facilita-
tors agreed that six to eight participants were an optimal
group size. The facilitators emphasised the importance
of facilitators being parent carers, and how the positive
experiences of cofacilitating and the programme helped
them reflect on their own health and well-being.
Facilitators thought that each session went well, and
that participant engagement was high, their average
ratings across groups for each session ranging from 4.4
to 4.8 out of 5 for how well they thought the session went
and 4.5-5 out of 5 for parent engagement. Facilitator
judgement of how connected their groups were following
each session was very high and increased over the course
of the programme from 5/7 to 7/7. Box 4 presents the
selected quotes illustrating facilitators’ experiences.

Participants’ experiences

Below we refer to ‘interviewees’ to indicate the views only
of those interviewed and to ‘participants’ to indicate data
collected from the questionnaires. Box 5 presents the
selected quotes illustrating participants’ experiences.
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Motivation to participate and expectations

All interviewees (n=18) reported participating in the
programme to focus on and find ways to improve their
health and well-being. Some wanted to do that to better
support their families, and to feel less guilt for taking time
to take care of themselves. A few interviewees thought the
programme took place at the right time for them: when
they were able, ready and available to participate and
focus on their health. Most interviewees also reported
wanting to contribute to research and help other parent
carers, especially as they perceived little available support
for parent carers.

The majority of interviewees in the group programme
reported positive aspects of face-to-face delivery, such as
peer support and dedicated time to share and discuss
issues affecting their well-being. A few participants, mainly
from the online-only control arm, reported that the flex-
ibility of the online programme enabled them to engage
with the programme more easily than attending face-to-
face groups. Overall, group-based delivery was preferred,
including those who had not experienced it, as groups
were perceived to instigate a stronger commitment to
engage with the programme.

Experiences of the group programme and its impact

Positive experiences

Overall, 84% (37/44) of participants were satisfied or very
satisfied with the group programme, with 67% (28/42)
finding it useful in helping them to improve their health
and well-being. Most of the interviewees echoed this,
noting the positive impact of the programme on them and
their families. Two reported that it ‘pushed them out of
their comfort zones’ by addressing some uncomfortable
but important issues. Several participants commented
that the programme should be rolled out to benefit all
parent carers.

Groups

All participants who responded to the postintervention
questionnaire reported feeling included and part or
very much ‘included and part of the group’ with 85%
(17/20) indicating that session length was ‘about right'.
All intervention interviewees described one of the main
benefits of the programme as having the opportunity to
discuss and share with other parent carers in a supportive,
empathetic, safe and respectful group context. They
highlighted the value of peer support and discussions in
motivating change. Interviewees also perceived the group
programme as providing more than support groups
because of the practical activities and exploring barriers
and solutions in specific areas. Some were surprised by
the small group size but liked it as it enabled them to
participate and get to know each other and bond as a
group; yet, most thought that slightly larger groups would
provide more varied perspectives. Interviewees noted also
that the group programme gave them time to focus on
themselves and permission (to take time) to take care of
themselves.

Peer facilitators

All participants who responded to the questionnaire were
satisfied or very satisfied with the way the programme was
delivered, and interviewees highlighted the critical impor-
tance of the facilitators being parent carers, enabling
shared understanding and empathy. Participants valued
facilitators delivering the programme together (‘comple-
menting each other’ and ‘bouncing off each other’),
facilitating learning through group discussions (rather
than ‘teaching’), creating positive group context (with
facilitators seen as part of the groups) and being knowl-
edgeable, understanding and kind.

Content and activities

Interviewees generally had positive comments about
programme content and preferences for different activ-
ities. The content and activities were mainly valued for
providing structure and prompts to group discussions
and focus on different life areas. The promoted messages
were seen as ‘common sense’ and applicable to all people,
but more challenging to parent carers. The programme
reminded participants about the importance of health/
well-being, and discussing/sharing reinforced that, thus
prompting them to make changes.

Reflecting and setting small achievable goals

Interviewees valued the programme’s focus on simple
and meaningful actions (CLANGERS) that increased
their awareness of areas of their lives in which they could
make positive changes (while also helping accept things
that they could not change). Interviewees also valued
focusing on small steps that they can take, setting achiev-
able goals at each session/module and then reflecting on
them. This helped them feel more in control of doing
something positive about their health /well-being. Seven-
ty-six per cent (35/46) reported making changes.

Less positive experiences

Despite overwhelmingly positive experiences, nine partic-
ipants did not find the programme useful, with five indi-
cating ambivalence. A few interviewees reported a less
positive experience and not making changes, mainly due
to factors outside the programme (described below);
however, they still valued the raised awareness and ‘hope’
it provided. This was reflected in the quantitative feed-
back with 24% (11/46) reporting not making changes.
A few interviewees reported feeling apprehensive and
nervous at the start of groups; finding different activities
or content difficult, challenging or less appealing; feeling
uncomfortable with others in the group (eg, due to
expressed views/comments); and perceiving less shared
experience and challenges with others in the group (eg,
due to personal or system-related contexts).

Views on online materials

Participants’ experiences of, and views on, using online
materials were mixed. Interviewees attending the groups
reported finding the online materials unnecessary or just
reinforcing the sessions. Interviewees from the control
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group reported some positive experiences of the online-
only programme (valuing videos as an engaging way of
providing information) but found some content less
relevant or helpful. Overall satisfaction of control partici-
pants with the programme was good, although lower than
intervention participants (66% vs 84%), with only 38%
(11/29) finding the programme ‘useful in helping them
to improve their health and wellbeing’, although 65%
(20/31) reported making changes.

Interviewees in both study arms described the impor-
tance of group discussions in enhancing the learning and
programme impact. Without group sessions, some found
the online-only programme isolating (without opportuni-
ties to discuss, share ideas and problem solve with other
parent carers) and harder to focus on because of lacking
reminders and scheduled time (with other matters taking
priority).

Factors influencing ability to engage with and benefit from the
programme

Interviewees in both study arms reported factors that
affected their ability to attend the sessions or use online
materials, including: other (unexpected) commit-
ments, lack of time, inadvertent events (their or chil-
dren’s illness), access/transport and childcare. A few
also discussed external factors out of their control (eg,
social care needs, access to respite, work situation) that
affected their well-being and ability to benefit from the
programme, reinforcing the importance of participating
in the programme at the right time in their lives.

Programme refinement

The process evaluation confirmed that the HPC
programme was highly acceptable to both parent carers
and facilitators with the vast majority expressing posi-
tive experiences; however, less positive experiences and
suggestions were carefully considered and used in the
refinement process (figure 2). Several potential areas for
improvement were identified and, where possible, incor-
porated into the refined HPC programme. Key changes
are outlined below.

Optimising session and online content

» Wording of the online materials simplified to increase
understanding, engagement and usage.

» Following suggestions and less positive views on goal
setting, ‘SMART" replaced with ‘achievable’ goals, and
examples of SMART goals were added to online mate-
rials and delivery manual to increase understanding.

» Create or select videos more relevant to parent carers
(as some participants were less positive about some of
the more generic health-related videos).

Optimising training

» Explanation of the rationale for certain activities
included to increase understanding of their purpose.

» Training in managing challenges that specific
content/activities may generate, and worked exam-
ples on how these may be addressed.

>

Training in how best to present and deliver the
videos to elicit discussion around the key ‘take away’
messages.

Facilitators to complete the online modules prior to
training so that they are familiar with the CLANGERS
and resources, providing more time to focus on
delivery strategies.

Group dynamics session refined so that it is more
practical and interactive (scenarios and practice
included in how to build, enhance and maintain
group cohesion under challenging situations; how
to find commonalities in shared experience despite
having differing challenges/situations).

Delivery process for each of the CLANGERS to be
modelled in detail using ‘Connect’ (as it is the most
challenging of the CLANGERS to deliver and experi-
ence) to ensure that facilitators understand the appli-
cation of the programme’s theory of change.
Trainers asked to create and disseminate a 'Frequently
Asked Questions' document to follow-up any ques-
tions/concerns not addressed in the training due to
time constraints.

Increased focus on developing delivery skills using
modelling techniques to improve confidence and
quality of delivery (eg, modelling good responses
to parent questions, supporting parents who are
struggling).

Roles and responsibilities of the lead and assistant
facilitators clearly explained to avoid misunder-
standing and enhance team working.

Optimising delivery

>

Lead and assistant facilitators to communicate with
each other prior to the first session (using the ‘prepa-
ration’ checklist) to allay any delivery fears/concerns.
Prior to session 1, to allay any participant concerns
before joining the group, facilitator photo, with a
written introduction to be sent to participants; lead
facilitators to call participants to introduce them-
selves, ascertain any practical support required and
take steps to provide this support where possible.
Advice on managing difficult situations added to the
delivery manual.

Description of roles and responsibilities of the lead
and assistant facilitators added to the delivery manual.
Key ‘take away’ messages from each video added to
the delivery manual.

Delivery manual adapted to accommodate the 12x2
hour format to improve coherence.

Completion of a simple participant feedback form
at the end to provide information to improve future
group delivery.

Following participants’ and facilitators’ less positive
comments about smaller groups, change minimum
viable group number from 4 to 6 to increase the range
of perspectives and create better conditions for peer-
to-peer learning and support.
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DISCUSSION

This paper presents facilitator and parent carers’ views
on and experiences of the HPC programme from the
feasibility RCT, which have informed the refinement
of the programme. We are now exploring implementa-
tion uncertainties, funded by the Economic and Social
Research Council Impact Accelerator Account Strategic
Initiative Award (ES/T501906/1) in preparation for a
further evaluation of programme effectiveness. Fidelity
to delivery and qualitative data show that the training
of facilitators was successful. The group programme was
valued for providing peer support and practical activities,
where difficult and emotional conversations are facilitated
and explored. This is a key function of the programme,
which accounted for the high levels of satisfaction and
reported impact on both the parent and the wider family.
It appears that this aspect of the programme necessitates
larger groups (6-12) to allow for varied perspectives and
a ‘facilitation’ rather than ‘counselling’ approach. Group
size, therefore, will be explored as part of intervention
fidelity to function® ** in the definitive trial.

As intended, consistent with our logic model, partici-
pants reported that the programme increased aware-
ness of what parent carers could and could not change
and their self-efficacy to engage in health-promoting
behaviours (CLANGERS). Participant motivations and
expectations showed that, overall, the target group was
reached (ie, those who wanted to and reported feeling
ready to do something to improve their own health /well-
being), with the intended mechanisms of action (social
identification and peer support) matching the partici-
pants’ expectations and experiences.

Facilitators reported that the relationship between the
leads and assistants was important for effective delivery
and that clarity on and practice of these different roles
were a crucial part of training and quality delivery. Both
intervention participants and facilitators thought that,
to deliver the programme effectively, leads and assistants
needed to have completed the programme themselves
and that the development of a network of facilitators to
share experiences of delivery using support calls and/
or online meetings was important in supporting them to
improve their practice.

The strength of this research is that it has systematically
followed key principles of intervention development®” *
and refinement using a dynamic, iterative and creative
process with extensive stakeholder consultation, where
the developers have been open to change based on data
collected in a series of iterations.” * We examined how
the intervention will be evaluated in the next phase of
research and identified learning and key uncertainties to
be addressed, such as blended (online and face-to-face)
delivery of group sessions, commissioning and imple-
mentation. Reporting mixed methods data on participant
views and experiences and the subsequent refinement
process in feasibility studies is recommended.” Tt
increases knowledge about the intervention refinement/

optimisation process and allows linkage of intervention
development processes and subsequent trial outcomes.

However, the study has limitations. The lack of ethnic
diversity in South West England, where this study was
conducted, coupled with the low representation of men
as ‘primary care givers’ (an inclusion criterion) meant
that the sample was gender and ethnically homoge-
neous. Experiences and views, therefore, may not repre-
sent fathers or parent carers from different cultures and
contexts.

Most work on culturally and linguistically diverse
groups and parenting interventions has been conducted
in the USA and is equivocal about whether outcomes
differ by ethnicity.”’ * However, adapting interventions
for different ethnic groups poses many issues. Adaptation
may neither be practical nor a desirable service model for
multiethnic European cities.”® Presently, we do not have
the available data as individual trials are not powered to
test intervention effects by ethnicity.

Nevertheless, we will explore in future evaluative work
with mixed and single ethnic groups how ethnicity, social
disadvantage, gender and/or other personal factors
might intersect to exacerbate the health issues arising
from being a parent carer,” and affect the development
of a shared group identity and implementation more
generally.

This study has helped to refine the programme in many
aspects; however, there remain a number of barriers to
parent carers’ capacity to engage in all group sessions and
benefit from the programme. We need to explore these
barriers in further detail and the extent to which they
can be mitigated to enhance accessibility to participate
in the programme. As we write, the COVID-19 pandemic
has meant social distancing and increased challenges
to running groups. We are therefore keen to explore to
what extent the group programme could be delivered
virtually using videoconferencing, which may overcome
some other barriers to participation, but we would need
to evaluate the extent to which peer support and cohesive
support of the group are maintained.

CONCLUSION

The format, content and delivery of the HPC programme
was highly acceptable to participants and for facilitators to
deliver. The process evaluation data enabled programme
refinement to optimise impact going forward. Although
the programme focuses on promoting health and well-
being at an individual level (ie, individual psychological
and behavioural change), we acknowledge the impor-
tance of other factors at interpersonal, community and
societal levels that affect parent carers’ health and well-
being, such as access to services, negative public attitudes
towards disability, which in turn impact on parent carers’
capacity to make and sustain changes. The programme
does, however, provide support and hope for those who
find it difficult, both practically and psychologically, to
attend to their own well-being. The challenge we face
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going forward is delivery of the programme in the shadow
of COVID-19. The team plan to explore how this might
be reimagined to accommodate a new way of supporting
parents, minimising risk to health, while delivering an
accessible and inclusive package that maintains fidelity to
function.
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Supplementary Document 1a. Healthy Parent Carers intervention details

The details of the intervention are also reported in the intervention development paper (Borek et al., 2018) and the
feasibility study protocol (Bjornstad et al., 2019). The results of the feasibility study are reported separately. The
intervention details below are reported using the checklist for reporting of group-based interventions (Borek et al.,
2015).

INTERVENTION DESIGN

1. Intervention source or Developed based on an intervention mapping approach

development methods (Bartholomew et al., 2016), in partnership with parent carers.
Details are described in Borek et al., 2018.

2. General setting Community setting (with 6 sites/venues)

3. Venue characteristics 6 sites/venues, with different characteristics (2 special

schools, 1 children's hospice, 1 Parent Carer Forum premises,
1 adult learning community venue, and 1 hotel regularly used
for parent carer meetings).

All rooms set up to enable interaction between participants
(i.e. facing each other).
4. Total number of group sessions | 6 or 12 sessions

5. Length of group sessions 6 daytime sessions of 4 hours (2 modules per session)

or 12 evening sessions of 2 hours (1 module per session)
6. Frequency of group sessions Weekly
7. Duration of the intervention 6 or 12 weeks
INTERVENTION CONTENT
8. Change mechanisms or The intervention logic model and intended mechanisms of
theories of change change are reported in Borek et al., 2018. In brief, the

intervention aimed to increase knowledge of health-related

behaviours, skills in making health-related changes, improve

attitudes towards change, increase self-efficacy, and provide

social support to make changes, leading to behaviour change

(based on CLANGERS) and psychological change (increased

empowerment and resilience), leading to improved health

and wellbeing.

9. Change techniques e Provide/exchange information about behaviour-health
link

e Provide/exchange instructions on practical strategies

e Prompt barrier identification and problem solving

e Prompt practice

e Prompt specific goal setting (for behaviours)

e Prompt use of prompts and rewards

e Prompt self-monitoring

e Prompt goal/progress review (behaviours)

e Provide general support and encouragement

e Provide opportunities for social comparisons

10. Session content 12 modules:

1. Introduction to health and wellbeing

Introduction to CLANGERS

Connect

Learn

be Active

take Notice

Give

Eat well

PN ~WN
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9. Relax

10. Sleep well

11. Managing stress
12. Keeping healthy

11. Sequencing of sessions

Yes — sessions delivered sequentially (as above)

12. Participants’ materials

In the sessions: goal setting and CLANGERS diary sheets given
to participants, and other materials as parts of group
activities.

Online Healthy Parent Carers materials (written information
for each module, links to videos watched in the sessions)

13. Activities during the sessions

Each session started with a ‘warm-up’ activity and a review of
the past week. This was followed by discussions focused on
the topic of each module (e.g. ‘what does it mean to you to
relax? How do you relax? Why is relaxing important? What
might stop you from, or help you, relax?). For each module
there was a practical activity to help illustrate the key
messages or the CLANGERS (e.g., colouring, ‘a day in life of a
parent carer’, a mindful walk). For details, see Borek et al.,
2018.

14. Methods for checking fidelity
of delivery

Checklists were completed by the facilitators after each
session; a sample of audio-recordings of group sessions were
checked using the checklist independently (double-checking)
by two researchers. Details are reported separately.

PARTICIPANTS

15. Group composition

Parent carers, all female, except for two groups one of which
had one male carer, the other of which had two. Ages ranged
from 26-71 years (mean 42.5 years)

16. Methods for group allocation

Participants were recruited locally for each site (then
randomised to the group intervention or control).

17. Continuity of participants’
group membership

The same participants remained in the same group for the
duration of the intervention.

18. Group size

7-10 participants were assigned per group. The attendance
varied between sessions and groups (lowest attendance
being 2 participants over 6 sessions). Details of attendance
are reported separately.

FACILITATORS

19. Number of facilitators

2 facilitators per group: one lead facilitator (LF) and one
assistant facilitator (AF).

Overall 2 LF and 6 AF delivered the programme

20. Continuity of facilitators’
group assignment

The same pairs of LF and AF facilitated the same groups.

21. Facilitators’ professional
background

LF: experienced facilitators of training for parent carers
delivered through the Council for Disabled Children (e.g., the
Expert Parent Programme).

AF: three had some experience of facilitating parent carer
groups and/or training.

22. Facilitators’ personal
characteristics

All facilitators were parent carers. Both LF were female and
one of the six AFs was male.

23. Facilitators’ training in
intervention delivery

LF received 4 (2 x 2) days of training in delivering the
programme; one block of 2 days of these were delivered
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together for lead and assistant facilitators, LFs and AFs also
received one day of refresher training.

24. Facilitators’ training in group
facilitation

LF were trained and experienced in group facilitation as part
of their facilitator/trainer roles for the Council of Disabled
Children.

All facilitators received an overview of facilitating groups and
managing group dynamics as part of the training in delivering
the intervention.

25. Facilitators’” materials

Facilitators delivered the sessions using a manual with
instructions outlining all session activities.

26. Intended facilitation style

Participant-centred, interactive, and discussion-based (not
didactic).
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Supplementary Document 1b. TIDieR checklist for HPC intervention
T E D i e R The TIDieR (Template for Intervention Description and Replication) Checklist*:
P Information to include when describing an intervention and the location of the information
Item Item Where located **
number Primary paper Other T (details)
(page or appendix
number)
BRIEF NAME
1. Provide the name or a phrase that describes the intervention. _ p4
WHY
2. Describe any rationale, theory, or goal of the elements essential to the intervention. _ p4
WHAT
3. Materials: Describe any physical or informational materials used in the intervention, including those _p5 Box 1
provided to participants or used in intervention delivery or in training of intervention providers.
Provide information on where the materials can be accessed (e.g. online appendix, URL).
4. Procedures: Describe each of the procedures, activities, and/or processes used in the intervention, _ p6 Supplementary
including any enabling or support activities. document 1a
parts 8-13
WHO PROVIDED
5. For each category of intervention provider (e.g. psychologist, nursing assistant), describe their _p5 Box 2,
expertise, background and any specific training given. Supplementary
document 1a
parts 21-25
HOwW
6. Describe the modes of delivery (e.g. face-to-face or by some other mechanism, such as internet or _p5 Box 1
telephone) of the intervention and whether it was provided individually or in a group.
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WHERE
7. Describe the type(s) of location(s) where the intervention occurred, including any necessary p5 Supplementary
infrastructure or relevant features. document 1a,
parts 2-3
WHEN and HOW MUCH
8. Describe the number of times the intervention was delivered and over what period of time including p5 Supplementary
the number of sessions, their schedule, and their duration, intensity or dose. document 1a,
parts 4-7
TAILORING
9. If the intervention was planned to be personalised, titrated or adapted, then describe what, why, _ N/A
when, and how.
MODIFICATIONS
10.* If the intervention was modified during the course of the study, describe the changes (what, why, _ N/A
when, and how).
HOW WELL
11. Planned: If intervention adherence or fidelity was assessed, describe how and by whom, and if any _p7 Supplementary
strategies were used to maintain or improve fidelity, describe them. document 4;
Bjornstad et al.
(2021)
12.% Actual: If intervention adherence or fidelity was assessed, describe the extent to which the p7

intervention was delivered as planned.

** Authors - use N/A if an item is not applicable for the intervention being described. Reviewers — use “?’ if information about the element is not reported/not
sufficiently reported.

T If the information is not provided in the primary paper, give details of where this information is available. This may include locations such as a published protocol
or other published papers (provide citation details) or a website (provide the URL).
# If completing the TIDieR checklist for a protocol, these items are not relevant to the protocol and cannot be described until the study is complete.
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* We strongly recommend using this checklist in conjunction with the TIDieR guide (see BMJ 2014;348:g1687) which contains an explanation and elaboration for each item.

* The focus of TIDieR is on reporting details of the intervention elements (and where relevant, comparison elements) of a study. Other elements and methodological features of
studies are covered by other reporting statements and checklists and have not been duplicated as part of the TIDieR checklist. When a randomised trial is being reported, the
TIDieR checklist should be used in conjunction with the CONSORT statement (see www.consort-statement.org) as an extension of Item 5 of the CONSORT 2010 Statement.
When a clinical trial protocol is being reported, the TIDieR checklist should be used in conjunction with the SPIRIT statement as an extension of Item 11 of the SPIRIT 2013
Statement (see www.spirit-statement.org). For alternate study designs, TIDieR can be used in conjunction with the appropriate checklist for that study design (see
www.equator-network.org).
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Healthy Parent Carers peer-led group-based
health promotion intervention for parent
carers of disabled children: protocol for a
feasibility study using a parallel group
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Gretchen Bjornstad', Kath Wilkinson', Beth Cuffe-Fuller', Katharine Fitzpatrick', Aleksandra Borek?,
Obioha C. Ukoumunne?®, Annie Hawton?, Mark Tarrant?, Vashti Berry?, Jenny Lloyd?®, Annabel McDonald®,
Mary Fredlund®, Shelley Rhodes®, Stuart Logan' and Christopher Morris'"

Abstract

Background: Parent carers of disabled children are at increased risk of mental and physical health problems. They
often experience challenges to maintaining good health which have implications for their well-being and their
ability to care for their children. In response to these needs, researchers and parent carers developed the Healthy
Parent Carers (HPC) programme. It is a peer-led, group-based intervention that promotes behaviours associated
with health and well-being. The aims of this trial are to assess the acceptability of the HPC programme and the
feasibility of its delivery in the community and to assess the feasibility and acceptability of the design of the
definitive trial to evaluate the programme’s effectiveness and cost-effectiveness.

Methods: We will establish six research sites and train facilitators to deliver the manualised intervention. Parent
carers of children with special educational needs and disabilities will be individually randomised, stratified by group
delivery site, to either take part in a group programme and online resources (intervention) or to receive access to
the online resources only (control). Measures of mental health; well-being; health-related quality of life; health
behaviours; patient activation; protective factors such as resilience, social connections, and practical support; and
use of health care, social care, and wider societal resources will be collected before randomisation (baseline),
immediately post-intervention, and 6 months later. Recruitment of participants, adherence to the programme, and
the dose received will be assessed. Group sessions will be audio-recorded to evaluate the fidelity of delivery and
participant engagement. Participants’ and facilitators’ feedback on the programme content and delivery, their
experience, and the acceptability of the outcome measures and trial design will be collected through feedback
forms, interviews, and focus groups.

Discussion: This trial will assess whether the programme delivery and evaluative trial design are feasible, to inform
whether to progress to a definitive randomised controlled trial to test the effectiveness and cost-effectiveness of
the Healthy Parent Carers programme.
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Background

There are an estimated 960,000 disabled children in the
UK, which is 7.3% of the population of children aged
0-18years [1]. Parent carers of disabled children
commonly report higher levels of stress and depression
[2-11] and poorer physical health [3, 4, 7, 8, 12—-14] than
parents of typically developing children. Population-based
studies suggest these health problems persist and may
worsen over time [15]. These problems have implications
for their ability to care for their children.

Parent carers often find the demands of caregiving
have a negative impact on their physical and emotional
health. Nevertheless, it is important to acknowledge that
not all parents of disabled children report that their
child’s difficulties negatively affect their psychological or
physical health [5], and in fact, some report positive im-
pacts [8, 16]. Indeed, some parent carers may perceive a
high burden with looking after a child with a relatively
‘mild’ condition whereas others, whose child may have
more severe disabilities, may not perceive caring as high
a burden [4].

Some interventions target external factors, such as
navigating healthcare services [17], while others target
levels of stress [18, 19] or emotional and social support
[20]. A systematic review of psychological therapies for
parents of children with chronic illness suggested prom-
ising results in terms of improved parent mental health,
particularly for problem-solving therapy [21]. No bene-
fits were found for cognitive behavioural therapy or fam-
ily therapy on parent outcomes; however, the quality of
the evidence was low and analyses were limited by lack
of data available to the reviewers. A systematic review of
mindfulness interventions for parents of children with
autism indicated potentially positive effects on parents’
stress levels and psychological well-being, with studies
reporting good attendance and retention in 8-week pro-
grammes [22]. There is growing evidence that groups
can facilitate change processes beneficial to health and
well-being [23, 24] by enabling the formation of strong
psychological connections and/or social identification
with other group members which can enhance engage-
ment, and thus possibly increase the interventions’ ef-
fectiveness [25, 26].

The idea for this research came directly from parent
carers who had been involved in a study evaluating peer

support for parent carers [20]. They wanted to extend
the benefits of emotional support to specific strategies to
improve health and well-being. Researchers and parent
carers in the Peninsula Childhood Disability Research
Unit (PenCRU) Family Faculty co-created the Healthy
Parent Carers (HPC) programme [27].

Previously, we tested the principle and acceptability of a
6-week intervention programme with one group of seven
parent carers, delivered by the intervention developers.
The intervention was developed using Intervention
Mapping [28] and extensive stakeholder engagement and
is described in detail in a separate paper [29]. Participants
had children with various conditions including autism,
cerebral palsy, and acquired brain injury. Retention of
participants in our preliminary study was high with all
staying until the end of the 6-week programme and 2-
month follow-up. Participants’ and facilitators’ feedback
were positive, indicating the intervention was feasible to
deliver and acceptable to, and valued by, participants. The
intervention content and delivery methods were refined
following feedback, and the manual was updated.

This feasibility trial will provide information that will
be used to determine whether to progress to a definitive
trial of the HPC programme, which would have the
following objectives:

1) To determine whether the peer-led, group-based
HPC programme is more effective at improving
health and well-being compared to providing online
information only

2) To estimate the costs of delivering the HPC
programme, and the cost-effectiveness of the
programme, versus the provision of online
information

3) To understand how the Healthy Parent Carers
intervention is working, for whom, and in what
context to inform the implementation of the
programme should it be shown to be effective

The current trial aims to assess the acceptability of the
HPC programme and the feasibility of its delivery in the
community, as well as the feasibility and acceptability of the
design of the definitive trial in order to evaluate whether a
fully powered randomised controlled trial is warranted and
to determine the optimal trial design.
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Methods
Objectives
This trial has two overarching aims:

1. To evaluate whether the programme can be
delivered in the community by facilitators other
than the developers, specifically to:

(a) Assess the feasibility of establishing venues, and
identifying and training group facilitators to be
in a position to deliver the intervention

(b) Assess the fidelity of intervention delivery in
terms of format, content, and quality

(c) Assess the experience and engagement of
participants, facilitators, and trainers

(d) Assess the programme attendance

2. To provide information necessary to design a
definitive randomised controlled trial, specifically to:
(a) Assess the feasibility of recruiting participants in

different sites

(b) Assess the acceptability of randomisation of
parent carers

(c) Assess the attrition and completion and
proportion of any missing data in questionnaire
measures

(d) Appraise the performance of candidate health

and well-being outcome measures in terms of

acceptability to participants, and feasibility and
interpretability for researchers

Estimate the variability (standard deviation) and

the level of clustering within programme

delivery groups in the intervention arm to help
inform the sample size calculation for the
definitive trial

(f) Test the proposed cost-effectiveness framework
for a future randomised trial

~

(e

This will help inform whether to progress to a defini-
tive randomised controlled trial to test the effectiveness
and cost-effectiveness of the programme and provide in-
formation necessary to design the trial.

Design

A feasibility trial using a parallel group randomised con-
trolled trial design will be carried out in six sites in the
southwest of England. Participants will be randomly allo-
cated to receive the group-based programme and access
to online programme resources or to a control group re-
ceiving access to the online resources only. Data collec-
tion will take place at three time points in both trial
arms at baseline (prior to randomisation), immediately
post-intervention, and 6 months later. As the interven-
tion can be delivered over 6 or 12 weeks, the post-
intervention data collection time point will vary relative
to randomisation but will be consistent in terms of the
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amount of time passing after completion of the interven-
tion. Participants in the control arm in each randomised
site will complete measures at the same time as partici-
pants in the intervention arm for that site. The two arms
will therefore be balanced in terms of the timing of out-
come measures. The trial design and the flow of partici-
pants through the trial are illustrated in the trial flow
chart and SPIRIT figure (Fig. 1 and Table 1). The
SPIRIT checklist is provided as an additional file (see
Additional file 1).

Public involvement

This project has a strong ethos of parent carer and
stakeholder engagement from inception. The public in-
volvement in this project will ensure the following: (a)
the research is conducted in an acceptable manner, (b)
the research outputs are relevant and useful to parents
of children with special educational needs and disabil-
ities, and (c) our dissemination materials and methods
are appropriate and accessible.

Over 40 parents of children with a range of conditions
from the PenCRU Family Faculty public involvement
group have participated in a study-specific working
group since 2014. Our Stakeholder Advisory Group
(SAG) includes representatives from the local authority,
public health, parent carer forums, relevant charities,
and special schools.

Parent carers have been involved in all stages of devel-
oping the intervention and designing the feasibility trial
including:

a) Proposing the idea for the project based on their
needs and experiences

b) Co-designing and refining the intervention and
training content and delivery methods

c) Providing feedback on research methods including
the selection of the comparison conditions

d) Advising on the content and form of the Resource
Use Questionnaire for use as part of the cost-
effectiveness framework

e) Contributing to interpreting and disseminating the
findings of the previous study

f) Interviewing and hiring research staff

g) Discussing and advising on the design of the
feasibility trial

h) Recommending responses to peer reviews when
applying for funding.

Study setting and location

In collaboration with our SAG, we will identify six
venues (e.g. schools, community centres, adult and com-
munity learning venues) where it is possible to establish
and host a group. We will agree days, times, durations
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Informed consent with
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questionnaire

’ Invite participants ‘

[
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Inclusion Criteria:
* Parent carer of disabled child up to age
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* Able to attend sessions

Consent and Baseline
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* Able to communicate in English
* Able to access online resources

[
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!
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Fig. 1 Trial flow chart
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online materials

I
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Arm) \
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participants

Second Follow-up (T3)
6 months after T2

and frequencies of sessions, and local named organisers
for each venue.

Sample size

We aim to recruit 96 participants, to be allocated on 1:1
ratio to intervention and control. This is a large enough
sample to estimate the percentage providing data at
follow-up (assumed to be 80%—76 participants) with a
margin of error of 10 percentage points based on the
lower bound of the 95% confidence interval. Assuming
that 38 participants are followed up in each trial arm,
this will be large enough to estimate the standard devi-
ation for continuous outcomes in each arm within 29%
of its true value based on the upper bound of the 95%
confidence interval. Finally, 76 participants at follow-up
are large enough to estimate a correlation coefficient of
0.5 between baseline and follow-up scores for a continu-
ous outcome with a margin of error of 0.19 based on the
lower bound of the 95% confidence interval. We will
randomise a minimum of 8 and 4 maximum of 24

participants at each of the 6 sites. This will mean that
4-12 participants will be allocated to each of the inter-
vention and control trial arms at each site. We expect
the ideal group size to be between 6 and 12 people but
are allowing for potential attrition and variation in re-
cruitment between sites.

Inclusion criteria

People meeting the inclusion criteria are (1) primary
carers of children with additional needs and/or disabil-
ities (participants who self-identify as primary carers are
eligible; the child can be up to 25years old consistent
with the current Department of Health and Department
of Education Special Educational Needs and Disability
(SEND) legislation in England and The Children’s Act;
no named diagnosis is necessary, and we are not limiting
to specific conditions), (2) willing and able to attend the
programme group meeting session(s) on arranged dates/
times, and (3) able to access online information.
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Table 1 Schedule of enrolment, interventions, and assessments

6 months
Enrolment Post- Post- ost-
TIMEPOINT Allocation . intervention p .
(T1) allocation (12) intervention
(T3)

ENROLMENT:
Eligibility screen X
Informed consent X
Allocation X
INTERVENTIONS:
Group Healthy Parent Carers programme ——
Online Healthy Parent Carers resources ——————
ASSESSMENTS:
Demographics (15 items) X
About My Child -19 (19 items) X
Warwick-Edinburgh Mental Well-being X X X
Scale (WEMWABS) (14 items)
EuroQol-5 Dimensions (EQ-5D-5L) (5
) X X X
items)
Patient Health Questionnaire-9 (PHQ-9)

. X X X
(9 items)
Health Promoting Activities Scale (HPAS)

) X X X
(8 items)
Patient Activation Measure (PAM) (13
. X X X
items)
Parents’ Assessment of Protective
Factors (PAPF) (36 items) “Parent X X X
Statements”
ICEpop CAPability measure for Adults

. X X X

(ICECAP-A) (5 items)
Service and Resource Use questionnaire: X X X
Healthy Parent Carers (31 items)
Adverse event assessments X X X
Compliance (attendance) X X
Feedback Form (14 items) X
Interviews and focus groups X
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Exclusion criterion

Potential participants who are not able to communicate
in English are excluded. This is necessary because the
programme has not yet been translated into other
languages.

Recruitment

We will advertise the study in several ways. Press re-
leases and interviews in local television and/or radio will
be used to publicise the study. Members of our SAG will
be asked to advertise the project to their members
through their email lists and networks. We will also
share study adverts and information via social media and
through the PenCRU Family Faculty email list, asking
the members to share in their networks. We will liaise
with Information and Advice Services in each locality,
staff in social services, and Special Educational Needs
Coordinator (SENCOs) in schools in each study site to
target potentially more isolated parent carers. We will
also recruit participants at events for parent carers at the
study venues and other venues in the southwest where
interested parent carers can discuss the project with the
research team. This recruitment strategy uses many dif-
ferent approaches because parent carers do not all access
the same services and not all parent carers are con-
nected with their local parent carer forums. We will ask
all participants how they heard about the study during
screening, and this information will be recorded to as-
sess whether some recruitment methods may be more
effective than others. However, we are mindful that
while some methods may not result in large numbers of
recruits, they may help us to reach parent carers who
are more isolated and more in need of support and, as
such, will be seen as important methods to take forward
in a definitive trial.

Interested parent carers will contact the researchers.
There will be a telephone or face-to-face screening to
check the eligibility, understanding of the study, and to
answer any questions. A researcher will meet each po-
tential participant individually. Those who want to par-
ticipate will sign a consent form and complete baseline
questionnaires online using an electronic patient-
reported outcome (ePRO) system with a researcher on
hand for support as necessary [30]. Reasons for not con-
senting to participate will be recorded if provided by
those who decline.

Allocation to trial arms

When recruitment is completed at each site, we will
proceed to randomisation. Each of the six programme
groups will constitute a study site, with participants who
choose that group being randomised to either attend the
group or receive the online resources only. A computer-
generated randomisation sequence will be used to assign
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the participants in each site to the intervention and con-
trol arms. A block randomisation scheme will be imple-
mented to ensure balance in the number of participants
allocated to each trial arm, stratified by group delivery
site. The allocation sequence will be concealed from re-
searchers using an online central randomisation service
setup and maintained by the Exeter Clinical Trials Unit
(UKCRC Registration ID 65). Blinding will not be used
in this trial.

All participants will receive an email and letter indicat-
ing the result of randomisation. The participants ran-
domly allocated to the intervention arm will be sent
details of the group sessions and be contacted by their
lead facilitator before the first group session. Participants
in both arms will receive a link to the online programme
resources and instructions on the web page. We will
monitor the number of participants who refuse partici-
pation and record their reasoning (if they wish to share
it) to gauge the acceptability of our trial design.

Intervention

The group-based programme was developed using Inter-
vention Mapping approach [28]. Full details of the inter-
vention, including its development, logic model, and
content (e.g. activities, behaviour change techniques), are
available in a previous publication [29]. In brief, the
programme aims to expand parent carers’ social net-
works and provide social support from peers with a
shared sense of social identity alongside targeted activ-
ities to improve parent carers’ confidence, motivation,
self-efficacy, and empowerment, thus creating the condi-
tions for change necessary for them to feel able to make
their own plan to prioritise healthy behaviours for
themselves.

The programme content is based around a set of uni-
versal and evidence-based actions (called CLANGERS)
associated with health and well-being. CLANGERS
stands for Connect, Learn, be Active, Notice, Give, Eat
well, Relax and Sleep [31]. The ‘CLANG’ component
comprises the ‘Five Ways to Wellbeing’ based on the evi-
dence from the foresight project on Mental Capital and
Wellbeing [32]. Each of these behaviours is potentially
more difficult for parent carers.

The programme content is organised into 12 modules
lasting 2h each. The modules can be delivered weekly
over 6 sessions (comprising 2 modules per session) or 12
sessions (1 module per session). Our Family Faculty PPI
working group suggested that offering either 6 longer
sessions in the daytime or 12 shorter evening sessions
would be reasonable for most parent carers. One or both
options will be offered per area in order to maximise re-
cruitment and to reflect likely real-world delivery in
community settings, with 6 groups being delivered in
the study in total. If uptake is very low for a particular
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site, the delivery model may be adapted during recruit-
ment to increase numbers.

Facilitators

The lead facilitators of the group-based programme will
be experienced facilitators of the ‘Expert Parent
Programme’ courses created by the Council for Disabled
Children (CDC) with funding from the Department of
Health. The facilitators are parent carers. CDC has a selec-
tion process, trains, and provides supervision for their
facilitators to ensure that they facilitate the groups effect-
ively. Their nationwide network of over 70 facilitators pro-
vides a sustainable model for the implementation of the
programme in the future. Facilitators will use the Healthy
Parent Carers Facilitator Manual that includes module
outlines, content, timings, activities, and resources needed.
The Facilitator Manual also includes safeguarding proce-
dures for the facilitator to follow in case of any adverse
events such as suicidal ideation or disclosure of safeguard-
ing issues.

There will also be an assistant facilitator in each group
to assist the facilitator in sessions. We will recruit a local
parent carer for this role using a person specification de-
tailing the required personal qualities and skills and a se-
lection process.

We will provide training for lead and assistant facilita-
tors. The training will take place over 4 days for lead
facilitators and 2 days for assistant facilitators; it will be
delivered by researchers and the parent carer co-
investigators who co-developed the programme and facili-
tated the group in our previous study. Lead facilitators will
receive ongoing supervision and support through the
CDC and support from the research team. Conference
calls with facilitators, assistants, and researchers will be
convened to reflect on delivery of the sessions. These dis-
cussions will inform intervention design and training
needs and provide a forum to share ideas and ways to ad-
dress any challenges arising.

The Healthy Parent Carers online resources are part of
the intervention. They reflect the content of the group
sessions, provide space to write down reflections, and
prompts to set specific goals and for self-monitoring of
CLANGERS-related behaviours.

If the participants in the group programme miss a ses-
sion, they will be telephoned by the facilitator, who will
summarise the session and encourage the participant to
reflect on their week, read the section of the HPC online
resources, and set their weekly goals.

Control

Participants in the control arm will receive access to the
HPC programme resources online with instructions.
Risk of contamination between participants allocated to
each arm is low because the intervention is predicated
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on participants developing a shared social identity as
members of the HPC group. Participants in both arms
will be asked whether they have had contact with partici-
pants in the other arm of the trial as part of a post-
intervention feedback form.

Data collection

Study records

We will record the data on the feasibility of recruitment,
including how many people respond to the adverts, how
they heard about the study, reasons for not taking part
for those who decline, and how many are successfully re-
cruited. We will record delivery setting, delivery model,
attendance, attrition, and reasons for missed sessions or
withdrawal from the study. We will also monitor how
long it takes to accrue the target number of participants
at each site and at what point in the trial process any
participants withdraw.

Sample characteristics

Demographic data will include gender, ethnicity, parent re-
lationship status, number of children, employment status,
level of education, income, housing status, and age, gender,
and diagnosis (if any) of their disabled child. We will also
collect information about their disabled child’s functioning
and health complexity using the About my Child measure
(AMC-19) [33]. We will also use participants’ postcodes to
link with the Indices of Multiple Deprivation as an indicator
of deprivation relative to England and Wales in the area
where participants live [34].

Outcome measures

Participants will be asked to complete all measures be-
fore randomisation, immediately post-intervention, and
6 months post-intervention, regardless of attendance or
engagement with the interventions. Based on the recom-
mendations from our Family Faculty PPI working group,
the measures will be available to complete online, using
a computer, smartphone, or tablets. The Exeter Clinical
Trials Unit will set up an online platform for partici-
pants to access and complete the measures. Participants
may request to complete the measures on paper if they
wish. Any measures completed on paper will be inde-
pendently double-entered by two researchers. These
requests will be monitored to track preferences for on-
line- versus paper-based measures.

Two members of our Family Faculty PPI working
group have tested the applicability and time to complete
the measures (45 min). A £25 shopping voucher will be
posted to participants as acknowledgement for complet-
ing measures at each time point.

The measures will comprise:
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Warwick-Edinburgh Mental Well-being Scale
(WEMWBS): The WEMWBS is a 14-item scale
used to assess the mental well-being in the general
population and in the evaluation of programmes
aiming to improve mental well-being [35].
Responses are normally distributed in the general
population. WEMWBS has been validated in the
UK, Europe, and elsewhere. It has been tested with
minority ethnic populations, users of mental health
services, and carers. It is sensitive to changes
occurring through participation in programmes that
promote well-being such as health promotion
programmes. A tariff of well-being-adjusted life-
year weights is currently being developed for
responses on the WEMWBS, which will enable the
measure to be used in cost-effectiveness analyses
recognised by the National Institute for Health and
Care Excellence (NICE) [36].

Patient Health Questionnaire-9 (PHQ-9): The
PHQ-9 is a 9-item measure that rates the frequency
of symptoms and is designed for screening,
diagnosing, monitoring, and measuring the severity
of depression [37-39]. Categories based on the
cutoff scores of 5, 10, 15, and 20 represent none,
mild, moderate, moderately severe, and severe de-
pression, respectively. As part of a safeguarding
protocol, we will use the Patient Health
Questionnaire (PHQ-9) to measure depressive
symptoms. The PHQ-9 questionnaire is
recommended by NICE to assess depression in
adults [40], and its use is highlighted in clinical
pathways [41], so the interpretation of scores is
widely understood by GPs and primary care staff.
There is good evidence, across a range of studies,
for the validity, reliability, sensitivity, and specificity
of the PHQ-9 for detecting depressive disorders [38,
39]. It can be administered repeatedly to assess
change in depression in response to treatment.
Question 9 screens for suicidal ideation. If the
person scores higher than 0 on question 9, or at
any other point discloses suicidal ideation, we will
follow the safeguarding protocol.

EuroQol 5 Dimensions (EQ-5D-5 L): The EQ-5D-5
L is a measure of health-related quality of life. It
consists of five items measuring five dimensions of
health-related quality of life (mobility, self-care,
usual activities, pain/discomfort, and anxiety/de-
pression) and a vertical visual analogue scale
measuring self-rated health [42]. QALY weights can
be applied to EQ-5D scores, which can then be
used to calculate QALYs, and the cost-per-QALY
of the intervention in a future definitive trial. The
EQ-5D is NICE'’s preferred measure for use in
health technology cost-effectiveness analyses.

d)
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Parents’ Assessment of Protective Factors (PAPF):
The PAPF is a 36-item measure that assesses
protective factors identified in the development of
the Strengthening Families evidence-based
parenting programme [43]. These protective factors
are as follows: parental resilience, social
connections, concrete support in times of need, and
support of children’s social and emotional
competence. These factors relate to the
determinants of change in the logic model for the
Healthy Parent Carers Programme.

Health Promoting Activities Scale (HPAS): The
HPAS is an 8-item measure of a person’s estimation
of the frequency with which they participate in a
range of activities that promote or maintain health
and well-being [44, 45]. It was developed for and
validated with mothers of children with disabilities.
Patient Activation Measure (PAM): The PAM is a
13-item measure that measures the spectrum of
skills, knowledge, and confidence in patients and
captures the extent to which people feel engaged
and confident in managing their own health and
care [46, 47]. It has been tested with 100,000
patients with long-term conditions in England to
establish the feasibility of using the PAM across the
NHS, how activation can inform support for self-
management, what support clinicians and
commissioners need to use the measure effectively,
and whether supporting activation can improve
outcomes for patients in the NHS.

ICEpop CAPability measure for Adults (ICECAP-
A): The ICECAP-A is a 5-item measure of
capability, which includes the following aspects of
well-being found to be important to adults in the
UK: attachment, stability, achievement, enjoyment,
and autonomy [48-50]. A set of UK well-being
adjusted life-year weights are available for the
ICECAP-A, enabling it to be used in economic
evaluations.

Resource use questionnaire: We developed a study-
specific resource use questionnaire in collaboration
with parent carers. This includes health, social care,
participant, and broader societal resource use, and
draws on measures in the Database of Instruments
for Resource Use Measurement (DIRUM) [51].

Process evaluation

In line with the MRC guidance on process evaluations,
this study will include a process evaluation that is appro-
priate for the feasibility testing stage of the development-
evaluation-implementation process for this intervention
[52]. This process evaluation will allow for the exploration
of the feasibility of implementation of the intervention by
assessing uptake (recruitment) and retention, participant
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engagement, fidelity of delivery (to content and quality),
experiences of participants and facilitators, unintended
consequences, and contextual factors which may influence
experience and delivery.

The following data collection tools will be used to
assess fidelity of intervention delivery, participant
and trainer characteristics/motivations, trainer know-
ledge and self-efficacy to deliver the programme,
participant engagement with the programme/online
materials, and acceptability of the intervention and
trial design.

a) Facilitator pre-training questionnaire: We will use a
pre-training questionnaire to collect information
about facilitators” characteristics, their motivations
to take part, relevant background and experience,
and expectations of delivering the programme.

b) Facilitator training feedback: Following delivery of
the training, we will use a questionnaire to gather
the facilitators’ feedback about their self-reported
knowledge, understanding, skills, and confidence to
deliver the intervention and to gather their reflec-
tions on the training.

c) Facilitator delivery observations: We will use a
checklist to assess lead facilitators’ competence to
deliver while observing their delivery of the
programme content during the facilitator training.
The checklist includes key skills and competencies
linking to the objectives of the lead facilitator
training and will enable trainers and research staff
to assess facilitators’ readiness to deliver the
programme. This will also help to guide and plan
additional or future training.

d) Facilitator checklist, records, and support calls: We
will use a self-report checklist completed jointly by
the facilitators to indicate which content they have
covered in each session (adherence), the duration of
the sessions (dose), and the participants’ engage-
ment. Facilitators will be asked to record attendance
at each session. We will also arrange support calls
with facilitators to gather more information about
how the groups are going and any challenges to
delivery.

e) Session recordings: We will audio-record group
sessions and will sample two to three recordings
from each group to assess fidelity to intervention
content, quality of delivery, and participant engage-
ment. A researcher will rate the delivery using the
same checklist used by the facilitators after each
session. A second researcher will rate one recording
per group (n =6, 14%). The two researchers will
compare the scoring of the first three groups
immediately, and any inconsistencies will be
discussed with JL/MT, to ensure there is a clear

g
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understanding of the assessment criteria. The scores
of the double-coded sessions will be agreed between
researchers, and the sessions assessed by the
researchers will be compared with the facilitators’
scores.

Participants’ feedback: We will collect feedback
from treatment and control arm participants
about the programme content and delivery, their
experiences, and whether they had contact with
participants in the other arm of the trial via
feedback forms at the end of each group session
for those in the intervention arm and at the end
of the programme for those in both trial arms.
Participant interviews: We will sample
purposively 12 participants (from different
groups) in the intervention arm and 6
participants allocated to the control arm across
all sites for semi-structured telephone interviews.
For the intervention arm, these interviews will
explore participants’ experiences of, and engage-
ment in, the programme and the group and their
views on the group content, activities, and facili-
tators. All, control and intervention groups, par-
ticipants will be asked in the interviews about
engagement with online resources, perceived im-
pact of the programme and any potential con-
textual influences, and acceptability of the trial
processes and measures. We will also sample up
to 4 participants (from different groups) who
were allocated to the intervention arm of the
trial but did not attend any group sessions to
ask them about barriers to attending and
whether anything could be done to promote at-
tendance in future groups. All interviews with
participants will last approximately 30 min and
will be audio-recorded and transcribed verbatim,
with names and other personal identifying
information changed to protect confidentiality.
Interviews will take place as soon as possible
after the participants have completed their post-
intervention measures and before they complete
their 6-month follow-up measures.

Focus groups with facilitators: We will invite all
lead facilitators and assistant facilitators to a
focus group after the end of all groups. The
focus group (lasting approximately 2 h) will cover
facilitators’ experiences of delivering, and
engagement with, the programme, views on the
programme content, activities and feasibility of
programme delivery, facilitator training and skills,
group management, and suggestions for
improvements. The focus group will be audio-
recorded and transcribed verbatim (with any po-
tentially identifiable information anonymised).
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Cost-effectiveness framework

We will develop and test a framework for assessing the
cost-effectiveness of the intervention in a future rando-
mised trial. We will:

a) Establish methods for estimating intervention
resource use and costs (e.g. training of facilitators,
facilitators’ time, venue hire), in collaboration with
the programme facilitators and site representatives

b) Develop a resource use questionnaire in collaboration
with parent carers, drawing on measures in the
Database of Instruments for Resource Use
Measurement (DIRUM) repository [51]

c) Assess the acceptability to parent carers of the EQ-
5D-5L, the ICECAP-A, and the WEMWBS, judged
by missing data and measurement properties [53].

Data analysis

Statistical/quantitative analysis

We will report the number of eligible people who self-
refer and the percentage (with 95% confidence intervals
(CIs)) of these that are randomised in the trial. These
findings will also be reported separately for each type of
delivery setting and delivery model to assess whether
particular delivery settings or models are more popular
and therefore would lead to higher recruitment rates in
the subsequent definitive trial. We will also report num-
bers and percentages of people who heard about the
study via different sources, organised into categories.

We will also report the percentage (with 95% confi-
dence intervals) of participants who complete each as-
sessment at each time point as an assessment of the
acceptability of the measures and of the feasibility of col-
lecting sufficient data in a definitive trial. We will sum-
marise the characteristics of recruited participants using
demographic data to allow for assessment of the repre-
sentativeness of the sample relative to figures available
from the Office for National Statistics on the population
in the southwest of England. We will also report the
baseline comparability of the trial arms with respect to
demographics and outcome measures.

For the intervention arm, we will report the number
and percentage of participants that attend each group
session with 95% confidence intervals. The percentage of
participants that are lost to follow-up at each follow-up
point will be reported for each trial arm. Select charac-
teristics (parent carer gender and age, child gender and
age, Index of Multiple Deprivation quintile, study site
(centre), and baseline scores on outcomes) will be com-
pared between those who are and are not lost to follow-
up within each trial arm using descriptive summaries,
but no formal statistical tests. Acceptability, judged by
missing data of EQ-5D-5L and ICECAP-A, will help to
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plan methods for estimation of cost-effectiveness in the
future trial.

Means, standard deviations, and the correlation be-
tween baseline and follow-up scores on continuous out-
comes will be reported to inform the sample size
calculation for the subsequent definitive trial.

Level of clustering within groups in the intervention
arm will be quantified using the intra-cluster (intra-
group) correlation coefficient to inform the sample size
calculation for the definitive trial; however, we recognise
the relatively small sample size for this purpose, and it
will be used alongside information about levels of clus-
tering in published studies of trials of similar group-
based interventions in similar settings.

We will compare the outcomes at follow-up between
the two trial arms based on the intention-to-treat
principle with participants analysed according to the trial
arm they were randomised to. Missing data will not be
imputed. We will report only confidence intervals for
the intervention effect and no p values, in line with the
extension to the CONSORT statement for reporting
randomised pilot and feasibility studies [54].

Analysis of process data

Descriptive statistics will be reported for the quantitative
data collected in delivery observation checklists, facilita-
tor checklists, checklists used to assess intervention ses-
sion recordings, and participant feedback forms.

Qualitative data collected from feedback forms, inter-
views, and focus groups will be analysed thematically to
provide insights into participants’ experiences of the
programme, intervention acceptability, and suggestions
for improvement, and to enhance understanding of the
impact of the intervention and the mechanisms of
change in relation to the programme logic model [54].
Data will be analysed using inductive thematic analysis
[55] separately for each data source (i.e. feedback com-
ments, interviews, and focus groups), following the same
approach. Some issues will emerge as more salient than
others and the interpretation of findings will be influ-
enced by the original research objectives as well as the
themes emerging directly from the data.

NVivo software (version 12 Pro for Windows, QSR
International) will be used to organise and analyse the
qualitative data. Initially, two researchers will independ-
ently read and code line-by-line a sample of the data and
discuss their coding to develop and agree on the coding
framework. New codes may be added as the coding pro-
ceeds, and the codes and coded data will be reviewed.
Codes will be defined, compared to each other, and
organised into categories and themes. Attention will be
paid to negative, or ‘deviant’, cases to inform developing
themes and interpretation. Short summaries of each
interview will be also written to explore how individual
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experiences and views of the intervention may differ be-
tween participants. The analysis and interpretation of
the data will be regularly discussed with the research
team. A detailed record will be kept of the analysis
process, including definitions of the themes and con-
cepts and their application.

Discussion

We will interpret the findings of this feasibility trial and
report the implications for progression to a definitive
randomised controlled trial of the HPC programme.
This will include any necessary amendments to the
intervention content and delivery, as well as the develop-
ment of a train-the-trainer manual to be used in training
future facilitators of the programme. The following indi-
cators of feasibility will be used to determine whether a
definitive randomised controlled trial is feasible with the
current trial design and procedures:

a) Recruit a minimum of 48 participants, which is the
minimum number that will enable all six sites to be
randomised and the intervention to be tested

b) Deliver 6 groups in total for the intervention arm,
assessed by establishing 6 venues, and identifying
and training facilitators, and groups completing the
programme curriculum

c) At least 80% of participants completing measures at
6-month follow-up or a clear plan to achieve this in
the trial

If any of these indicators are not met, the research
team will consider whether a definitive trial may not be
feasible or whether changes to the design or procedures
and further feasibility testing are needed. The need to
translate programme materials into other languages will
also be taken into account for a subsequent trial.

A complete and transparent report of the trial will be
produced with reference to recommendations of the
CONSORT 2010 statement: extension to randomised
pilot and feasibility trials, including a CONSORT partici-
pant flow chart [54]. The report will be written for pub-
lication in a peer-reviewed, open access, academic
journal with authorship eligibility determined by follow-
ing the International Committee of Medical Journal Edi-
tors recommendations [56]. A plain language summary
of the findings will also be co-produced with members
of our Family Faculty public involvement group and sent
to trial participants and organisations that help to recruit
participants and host the groups. We will consult our
Family Faculty and Stakeholder Advisory Group for ad-
vice on ways to disseminate the findings.

NHS England’s Commitment to Carers states ‘Helping
carers to provide better care and to stay well themselves
will contribute to better lives for those needing care and
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more effective use of NHS resources’ [57]. However,
there is currently a paucity of interventions that promote
health for parent carers. This feasibility trial and a subse-
quent definitive trial may have important implications
for a public health strategy for parent carers of children
with disabilities in the UK. It will also inform research
and public health policy internationally, as the higher
risk of psychological and physical health problems in
parent carers is not limited to the UK.

Project timetable and milestones

The main milestones are as follows. Ethical approval for
the study was received on 20 August 2018. The trial was
registered on 25 October 2018 (ISRCTN 15144652). Re-
cruitment of participants began on 29 October 2018.
The analysis of data on fidelity and process evaluation
will be conducted following data collection (summer to
autumn 2019). The analyses of outcome measures will
be conducted in February 2020. The expected date of
completion is June 2020.
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PARENT CARERS

Facilitator training feedback form

During this phase of the research we are still developing and finalising the facilitator training. Your
feedback will help us to ensure that any future training delivered is as comprehensive and useful as
possible.

Your feedback is anonymous and you will not be identified in any research reports. This information
will only be viewed by the research team.

1. Please rate, on a scale of 1-5, your knowledge and understanding, and skills and confidence in
the following areas (with 1 being very little and 5 being a lot).

Knowledge and understanding of: 1 2 3 4 5
The intervention’s theoretical framework
(CLANGERS); the session activities and associated
learning outcomes.

Group facilitation techniques and how to create
a positive group atmosphere.

Particular challenges faced by parent carers and
how this may impact on health and wellbeing.
The role of the HPC Lead/Assistant Facilitator.

The study design.

Safeguarding procedures.

Skills and confidence 1 2 3 4 5
Ability to confidently present programme
information, lead activities and facilitate
discussions.

Ability to create a positive group atmosphere
and inspire collective desire to make lifestyle
changes to improve health and wellbeing.
Ability to manage time effectively.

Ability to manage difficult/sensitive issues that
may arise.
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2. The time allotted for the training was sufficient (Please tick one)

Strong Agree

Agree

Neutral

Disagree

Strongly Disagree

3. Are there any aspects of the training that could be improved (e.g. content, time provided to
cover the learning objectives and/or delivery)?

4. Any other comments?

Many thanks for taking the time to give your feedback.
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CHECKLIST FOR MODULE 1 DELIVERY

Instructions to the Facilitators and Assistant Facilitators:

Please complete this checklist at the end of each session to provide us with feedback on
what was covered and how the session went. This feedback will help us assess if the
sessions can be delivered as planned and identify potential challenges and improvements.

Date & time of the session:

Session humber:

Venue:

Facilitators’ names:

Session duration (as delivered):

Number of participants attending:

Activities Delivered Comment
(Please tick if (If partly or not delivered,
delivered) please explain why)

1. Introductions / icebreaker
activity

2. Hopes and fears

3. Ground rules

4. What are health and
wellbeing?

5. What influences health and
wellbeing?

6. The resilience game

7. Conclusion

Time for informal interaction (e.g.
tea break)
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Reflections on the session

Please indicate which picture best describes your perception of how well connected, in general, the
attendees of today’s session appeared to be (tick the box on the right of the picture).

For example, the first picture would suggest that there was very little connection between
individuals — that they did not come together as a group at all. Whereas the final picture would
suggest that individuals were very closely connected — they very much came together as a group.
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Reflections on the session cont.

Please circle one

In your opinion, how well did today’s session go?

Not well at all Very well
1 2 3 4 5

How engaged were the participants in today’s session?

Not well at all Very well
1 2 3 4 5

Do you have any comments or reflections?
(For example, related to how the group worked together, participants’ engagement, session
content or activities)
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Draft topic guide for a focus group with HPC Facilitators

Topics and example questions for the focus group with HPC Facilitators and Assistant Facilitators:

e Motivation for / expectations of delivering the group programme, e.g.:
o Why did you decide to get involved in this study?
o What did you expect from taking part in the study / delivering the programme?
e Views about training / preparation to deliver the programme, e.g.:
o How did you find the training to deliver the programme? (Prompt about whether it was
sufficient, anything that would be helpful)
o How prepared did you feel to deliver the programme? (Prompt about their background
and previous experience, or any new skills developed by delivering HPC)
e Experience of delivering the programme / group facilitation, e.g.:
o Having delivered the programme now, what do you think about it?
o Generally, how did you find delivering the programme? (Prompt about following the
Facilitator Manual, any adaptations made, challenges, how feasible it was to deliver)
How engaged was the group / the participants?
o How did you find facilitating / managing the group? (Prompt about any challenges and
how they managed those, how engaged they were in delivering it)
e What worked best in the programme? Why? (Prompt about activities, content, group)
e What didn’t work well? What were the challenges or difficulties? Why?
e Do you have any suggestions for improvements? (e.g. related to the programme delivery,
content, Facilitator Manual, training)
e Isthere anything else that we haven’t talked about and that you’d like to discuss?
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HEALTHY PARENT CARERS
WEEKLY PARTICIPANT FEEDBACK FORM FOR GROUP INTERVENTION

GROUP:

SESSION NUMBER:

We would like to know what you think about this session and would be grateful for your feedback.
The feedback is anonymous and it will help us refine and improve the programme in future.

Please circle one

1. Overall, how satisfied are you with today’s session? (please circle one)

Not satisfied at all Very satisfied
1 2 3 4 5

2. Do you feel that you were able to take an active part in the session? (please circle one)

Not at all Very much
1 2 3 4 5

3. Please tell us about the best things in today’s session (e.g. most enjoyed or most helpful):

4. Please tell us about the things that could be improved in today’s session:
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5. Which picture best describes how well connected, in general, you felt to the rest of the
group today?

For example, the first picture would suggest that you felt very little connection to the rest of the
group, whereas the final picture would suggest that you felt very connected to the group.

Please tick the box on the right hand side of the picture that best describes how you felt.
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6. How much did you identify with other members of this group? (please circle one)

Not at all Very much
1 2 5

w
N
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HEALTHY PARENT CARERS
Feedback FORM

We would like to know what you think about the Healthy Parent Carers programme and the
research study and would be grateful for your feedback. The feedback is anonymous and it will help
us refine and improve the programme and our research in future.

1. Overall, how satisfied are you with taking part in the Healthy Parent Carers programme?

Not satisfied at all Very satisfied
1 2 3 4 5

2. How useful has the programme been in helping you improve your health and wellbeing?

Not at all Very much
1 2 3 4 5

Was there anything in particular that helped you?

3. Have you made any changes as a result of taking part in the programme? No / Yes

If yes, what?

If no, why?

4. Approximately how many of the online materials have you accessed?

None 25% 50% More than 50%

5. Did you attend group sessions for the programme? Yes / No
If yes, reveal questions 6-10, then continue from question 12.

If no, reveal question 11, then continue from question 12.

6. How would you rate the length of the individual sessions?

Too short About right Too short
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7. Did you miss any of the group sessions? Yes / No
If yes, why?

8. Overall, how much did you feel included and part of the group?

Not at all Very much
1 2 3 4 5

9. How satisfied were you with the way the sessions were facilitated and delivered?

Not satisfied at all Very satisfied
1 2 3 4 5

10. Did you discuss the programme with anyone who had access to the online materials only (i.e. they
did not attend the group sessions)? Yes / No

11. Did you discuss the programme with anyone who attended the group sessions?  Yes / No

12. Do you have any suggestions about how the programme or materials could be improved?

13. Would you recommend this programme to other parent carers?

Not at all Very much
1 2 3 4 5

14. Do you have any other comments, reflections or suggestions?
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Appendix 2: Data collection materials
Follow-up questionnaire
Version 1, 11 June 2019
HEALTHY PARENT CARERS

Follow-up questionnaire
1. Have you continued to access the online resources in the past 6 months?

Yes / No

2. Approximately how many of the online materials have you accessed in total?

None 25% 50% More than 50%

3. Did you attend group sessions for the programme? Yes / No
If yes, reveal question 4.

If no, end survey.

4. Since the Healthy Parent Carers group ended, how many members of your group have you been in
touch with (including members that you knew prior to starting)?

(number up to 10)

5. Out of these, how many were people that you did not know before the programme?

(number up to 10)

6. Since the group ended, have you been in touch with any members the group that you didn’t know
before in any of the following ways?

(select all that apply)

Phone

Text

Email

WhatsApp

Other Social media (e.g. Facebook, Twitter)
Meeting in person

Other (please specify — please do not include anyone’s name) (free text box needed if ticked)
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Appendix 2: Data collection materials
Follow-up questionnaire
Version 1, 11 June 2019
I have not been in touch with any of the group members that | didn’t know before

7. Approximately how long ago was the last time you had contact with any members of the group
that you didn’t know before it started (please do not include anyone’s name)?

(free text)

8. Can you please describe how often you have been in touch with any members of the group that
you didn’t know before (please do not include anyone’s name)?

(free text)

9. How many of these new contacts would you now say are your friends?

(number up to 10)
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PARENT CARERS

Draft interview topic guide: HPC Participants (intervention arm)

- Introduce myself (PenCRU childhood disability research unit)

- The aim of the interview is to get their feedback on the HPC programme and research study

- Confirm how much time interviewee has for interview. Confirm that meant to take about 30
mins but can vary depending on length of discussion — let me know if you have somewhere
you need to be and we can manage accordingly

- Remind participant that taking part is voluntary — if | ask about something you don’t want to
talk about, please just say you’d rather not go in to that

- Remind participants that the interview will be recorded and transcribed and analysed to
help us understand how the programme and study worked. Interview transcripts will be
anonymous.

- Check participant is comfortable (has drink of water etc.) and has given consent to continue

Record before/after the interview:

e Participant ID:

e Participant’s group ID & facilitators’ IDs:
e Gender:

e Age:

Topics and example questions for participants in the intervention arm:

e Motivation to participate & expectations, e.g.:
o Why did you decide to take part in the study / programme?
o Was there anything that helped you to decide to take part?
o What did you expect from taking part in the study?
e Understanding of, and views on, the study design, e.g.:
o How sufficient did you find the information about the study & the programme and what
they involve?
o What did you think when you found out that you were assigned to the group
programme, rather than only being given access to online materials?
o Would you change any aspect of how it was explained to you, or what information was
available, about the programme or the research? (probe suggestions from them)
e Experience of the group programme (activities, group):
o What do you think about the content of the programme? (prompt about relevance
“relevant to you as a parent carer”, helpfulness of the content e.g. CLANGERS)
e Views on length & frequency of sessions; any missed sessions & reasons for missing sessions
o What do you think about the length and frequency of the sessions? Did you need to miss
any sessions? (prompt about reasons for missing sessions)
e Views on & engagement with the group:
o Tell me about your group. Did you feel included and a part of it?
e Views about facilitators and delivery style, e.g.:
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o What do you think about the facilitators and the way they delivered the programme?
How well did they do in delivering the programme and facilitating the group? (prompt
about facilitator engagement)

e Usage of, and views on, the online programme materials

o Did you access the programme materials online? (prompt about how they used
them/how often, or about reasons for not using them) If yes, what prompted you to
look at them?

e Impact of the programme & any changes made, e.g.:

o How helpful did you find the programme? Did you make any changes in result of the
programme? (prompt for examples) Was there anything that got in the way of you being
able to make those changes? Was there anything that supported you to make those
changes?

e Contextual influences, e.g.:

o Did anything affect how much you got out of participating in the programme? Were

there any barriers to you engaging with or benefiting from the programme?
e Best & worst things, suggestions for improvements, e.g.:

o What did you like most / found most helpful (if anything) about the programme?
What did you not like / did not find helpful (if anything)?

Do you have any suggestions for how the programme could be improved? (prompts:
delivery, content, group, timing / length of programme)
e Acceptability of data collection and measures, e.g.:

o How did you find having to fill in all the questionnaires at the beginning and at the end
of the study? (prompt about time, clarity, relevance)

o The sessions were audio recorded. How would you have felt if the sessions had been
video recorded instead?

e |s there anything else that we haven’t talked about and that you’d like to mention?
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Draft interview topic guide: HPC Participants (control arm)

- Introduce myself (PenCRU childhood disability research unit)

- The aim of the interview is to get their feedback on the HPC programme and research study

- Confirm how much time interviewee has for interview. Confirm that meant to take about 30
mins but can vary depending on length of discussion — let me know if you have somewhere
you need to be and we can manage accordingly

- Remind participant that taking part is voluntary — if | ask about something you don’t want to
talk about, please just say you’d rather not go in to that

- Remind participants that the interview will be recorded and transcribed and analysed to
help us understand how the programme and study worked. Interview transcripts will be
anonymous.

- Check participant is comfortable (has drink of water etc.) and has given consent to continue

Record before/after the interview:

e Participant ID:
e Gender:
o Age:

Topics and example questions for participants in the control arm:

e Motivation / expectations to participate, e.g.:

o Why did you decide to take part in the study / programme?

o Was there anything that helped you to decide to take part?

o What did you expect from taking part in the study?

e Understanding of, and views on, the randomised controlled design and control group, e.g.:

o How sufficient did you find the information about the study and the programme, and
what they involve?

o What did you think when you found out that you were assigned to the group with access
to online materials only and not the group programme?

o Would you change any aspect of how it was explained to you, or what information was
available, about the programme or the research?

e Contamination with the intervention arm, e.g.:

o Do you know anyone who also took part in the study and attended a group? (If yes,
prompt about how much they discussed what happened in the group and how much
that might have influenced their view on the programme materials or changes made).

e Usage of, and views on, the online programme materials, e.g.:

o Did you access the programme materials online? (prompt about how they used
them/how often, or about reasons for not using them)

o What do you think about them?

e Impact of the programme, any changes made, e.g.:
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o How helpful did you find the materials? Did you make any changes in result? (examples)
Was there anything that got in the way of you being able to make those changes? Was
there anything that supported you to make those changes?
e Views on the data collection and measures
o How did you find having to fill in all the questionnaires at the beginning and at the end
of the study? (prompt about time, clarity, relevance)
e Best & worst things, suggestions for improvements, e.g.:
o What did you like most / found most helpful (if anything) about the programme?
o What did you not like / did not find helpful (if anything)?

o Do you have any suggestions for how the materials or the research elements could be
improved?

Is there anything else that we haven’t talked about and that you’d like to mention?
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Supplementary Document 11. Additional quotes and comments
1. Facilitators’ experiences

1.1. Motivations and expectations

New experiences, new skills & being involved in the research project. (Facilitator pre-training
questionnaire)

Recognised the need for healthy wellbeing of parent carers through myself and friends. Facilitate a
small support group locally. Ready for a new challenge. (Facilitator pre-training questionnaire)

To apply my training delivery skills and experience to a programme which is unique in its focus on
parent carer health, something myself as a parent carer feel | could directly benefit from. (Facilitator
pre-training questionnaire)

CLANGERS has changed my life and | feel it is really important to help others by spreading the
message. It’s also a research project and that excites me as well! (Facilitator pre-training
questionnaire)

I always believed in this course because it had such a positive impact on me and | just wanted to give
back to others. (AF, focus group)

When we did the [training], | do remember thinking some of this is really resonating with me and my
own challenges and thinking actually, | can see where this is going, and it has been really, really
good. (LF, focus group)

1.2. Training, preparation and support

It became clear to me that there was actually quite a distinctive style that was expected as well... we
would all have liked some more concrete direction in terms of what to do and how. (AF, focus
group)

It’s something actually a little bit more fundamental about that. It's about why are you writing this
stuff down? Because there’s nothing in the trainer notes that explained to the trainer what the
purpose of having this stuff written down is. | always find it difficult delivering training that’s been
written by somebody else... | had to keep saying in my head, ‘do it as it’s written, don’t go off and do
your own thing’. (LF, focus group)

I would [practise] ‘Connect’ because it would give you the opportunity to identify some of the issues
that are going to come up, because ‘connect’ can be really difficult for parent carers. So you could
use it as, well this is an example of somebody who struggles, how would you do it in this situation,
how would you cope with this? So it can be quite an emotional one and it’s also the first one that we
do in the programme... The group were also very nervous and quiet in that one, so that makes it
harder. (AF, focus group)

LF: ...trainers probably need to undergo the training in the first instance because | think you need to
experience the programme, both to have a better understanding but you would get a lot of ideas
and facilitation through that.
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AF: | felt | was at an advantage because | had done it... because | knew the course | was able to listen
and scribe, knew what was coming up because I'd done it before, but | was also able to input in
my way and from my experiences... which | felt helped. So it wasn’t new information to me, I'd
already gone through that quite hard process of thinking and | had already adjusted and adapted
and was aware of it and everything else. And you could see it on the faces of the participants that
actually it was hard at times and | had been there, so | understood. (Focus group)

More time for assistants to get a clearer understanding of breath of exercises / module content.
(Assistant training, feedback form)

It's all very hurried. More time practicing our role. (Refresher training, feedback form)
1.3. Programme content and group delivery

It’s tricky to manage but more difficult with some groups than others, definitely... but | think for the
most part parents actually said it was really nice to focus on themselves. (LF, focus group)

LF: I would be very tempted to remove SMART from there and just replace it with achievable.

AF: The most important thing about CLANGERS is that you take ownership of it and you become
aware that that’s what you’re doing. So it’s important to have those goals but it’s also important
to recognise when you’re not achieving those goals, where did it fall down. (...) so actually you
might not have achieved that goal but you’ve actually done bits of CLANGER here instead. So it’s
just raising that awareness and your own understanding and building up that way. (Focus group)

The fact that we had such small groups was really disappointing for me... | think it changed the
nature of the course, being such small groups, it was far more intense, | believe, for the training
team, than it would have been if we’d had lots of participants there who were able to share their
views and other things. So yes, altogether a highly enjoyable and positive experience but a few
things that, perhaps, my expectations were slightly different. (LF, focus group)

| think the key of the leaders being parents of children with disabilities just really, really helps
everybody to bond and understand. For me, I’'m like wow, you’ve been through it, you’re this much
further on the same journey that I’'m on and look at you; you're out here and you’re doing this and
you’re working and, oh, your life is okay... That’s reassuring. (AF, focus group)

All participants were very engaged. Unfortunately, one has a lot of problems currently so found it
difficult to discuss resilience without being extremely emotional. Other participants very supportive.
(Facilitators session checklist)

Group extremely connected. Tearful at the end of evening. Have made arrangements for continued

contact as a group. Great sharing + reflection of course. (Facilitator checklist at the end of the final
session)

2. Participants’ experiences and views

2.1. Motivation to participate and expectations
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Wanting to improve health and wellbeing:

| feel that being a parent-carer is really draining on your mental health and also | wanted to try and
get healthy anyway, especially with it being January. Yes, | just thought it would be a good thing to
try out and see if it does help me. (...) a bit of knowledge maybe about the way | feel and maybe a
bit less guilt, the fact that | feel that | need to take time out for myself. (P13, control)

| was aware that my own health, fitness, mental health. All of those things really have taken quite a
hit over the years, so it was a bit of a chance to actually focus on that for probably the first time in a
long time really. So that was my main motivation. (...) It just seemed to fall into my lap at the right
moment, so |, yes, sort of grabbed the opportunity with both hands really. (P3, intervention)

We decided to take part in the study because we wanted to be proactive as we are on most things.
We knew that we needed to help ourselves as carers because we’ve become carers abruptly and
inadvertently. (...) We’ve been using all the materials together [with his wife]. And we wanted to
take part because we aren’t going to sit on our arses and wait for something to happen because
what we’ve learnt is the public sector will do nothing for you unless you poke it very hard. (P14,
control)

| just thought it could be useful because a lot of the time | find as a parent carer all the focus is on
the children which is obviously the main thing but the parents need to be healthy and happy to give
the children the best. (P8, intervention)

Expecting advice, resources and signposting:

| was hoping just to find some resources to help me turn the attention off my daughter and more
onto myself, just learn how to look after myself in amongst the very challenging times that we have
looking after my daughter. (P15, control)

It was sort of different to what | expected because, like | say, | was expecting more sort of direct,
“Right, this is who you can go to,” rather than sort of what seemed like giving people information
that they probably already knew. (P7, intervention)

Good timing of the programme:

If you wanted me to do the course at the beginning of last year | wouldn't have been able to do it
because my daughter was very ill, but now she’s in a good place at the moment so | could do it. {...)
I've got to that point in my life that | have to say right, [my daughter] will always come first, she has
to, and my husband and the rest of the children and grandchildren. But sometimes the work you do
has to change, it has to go in a different direction (...) I've just always got on with it, but | think now
I've got to that point that | think right, things have to change. (P11, intervention)

| just thought that it just fitted with the times in my life that | wanted to try and get a bit healthier
and a bit less stressed. (P13, control)

Probably the fact that it was on Monday night. I’'ve got very few timeslots that are regularly available
and that one happens to be free, so. | think that probably was the biggest thing that made me go,
yes let’s just do it. (P2, intervention)

Lloyd J, et al. BMJ Open 2021; 11:e045570. doi: 10.1136/bmjopen-2020-045570



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

Wanting to contribute to research:

| thought it would be really helpful for me and | just felt it is quite important research, because |
can’t say I've looked up if there is research in this area, but | don’t think there is a lot of research and
I don’t think unless you are in the situation, no one really gets the impact on your life and your
health and everything else, it just takes over. So it just felt important for me to do for myself and
also part of a bigger picture really because | think they are many many people in this situation and |
don’t think there’s much light shed on it. | think it’s getting better. But it just felt like an important
thing to be part of really. (P3, intervention)

Well | thought it would help me with day-to-day stuff, but it’s also an area that | have looked for help
with in the past and found that there isn’t any specifically, mental and physical health specific to
parent carers, so | wanted to contribute to it because | want it to work [laughs], | want it to be there
for when people need it. (P6, intervention)

Preference for group programme:

| was just excited to be involved in something and potentially going to be around other people... (...) |
was hoping to meet other people who are in a similar situation to me and | think that you can learn a
lot that way and also it’s a support, meeting other people. Particularly for me, I’'m very isolated and
I’'m assuming that there are other parent carers that are the same, that you can become very
isolated and also quite often friends and family don’t really understand, they say they do but you
know from their actions and the things that they say sometimes that they don’t really understand.
So you can feel quite lonely. So having the opportunity to know that I’'m going to be with other
people who are in a similar situation, | was really pleased about. (P4, intervention)

| just thought that was going to be a lot more likely to be, well, something | would see through
because there’s a kind of commitment to turning up each week and I’'m dreadful for just dropping
out of things and going, oh whatever, I'm too busy... (P2, intervention)

| was a bit gutted really because | know that | always struggle with things on computers. It’s not
because | struggle with computers, but | always put it off to the next day and the next day, whereas
if it was a group, | would just go to it as if it was an appointment. (P13, control)

| would have liked to have been part of a group to be able to discuss it with as a parent going to do
similar things. (...) If there was to be a Healthy Parent workshop here in [town], | would have done it,
I would have been able to find a way and | think | probably would have got more out of it from just
sharing experiences and getting to know other people just for networking and support for each
other. (P15, control)

Preference for, or acceptance of, online-only programme:

| wouldn’t have been able to attend the groups anyway. I’'m working 12-hour days, so it would have
been a real rush. If you’d assigned me to the group, | probably would have asked to either drop out
or go online anyway. So it worked out well in the end. (P14, control)

| was disappointed [when found out about being assigned to the group programme] because | was
quite looking forward to doing the online material where | didn’t have to go out, see people and talk
to people, but again that is just my personal preference. It is perfect because it pushed me out of my
comfort zone. | was quite apprehensive on the first day. (P9, intervention)

Lloyd J, et al. BMJ Open 2021; 11:e045570. doi: 10.1136/bmjopen-2020-045570



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

Feeling nervous before the first session:

It took a lot of self-will to take myself to the first session. It was one of those where when it came to
it | was really excited and getting ready for it, then when it actually came to it | suddenly was trying
to find excuses. (...) It was the sheer fact that just as it was about to start, everything around me
became 10 times busier. (...) | think that was my main excuse for why | was allowing apprehension to
take over. | think it is always that self-doubt factor of, is it going to be any use to me? Am | going to
have to talk to loads of people and | don’t really want to? It was a combination of those factors |
think. (P9, intervention)

2.2. Experiences of the programme and its impact (and mechanisms)

Positive experiences:

It was fantastic. | think it was really well done. (...) | think it’s changed my life. | really do. | haven't
stopped talking about it since. Yes. It just makes complete sense. (...) | think the best thing was going
to the group, meeting everybody in the group, just meeting like-minded people, having a break from
life and being in a different place for a while, reflecting on aspects of my life that | didn’t really think
about or had put away, and | learnt more about myself. (P5, intervention)

I thought it was brilliant. It really has opened my eyes on an awful lot of things and | have changed
an awful lot in my life. (P10, intervention)

The impact of a course like that, if that keeps me going so that | can look after my daughter, if it
helps me figure out, work out our stresses in our family, keeps my relationship together, that has not
just impact for our family obviously but wider in terms of taxpayers’ money. So for me, | think it’s
really important. (P4, intervention)

| suppose they made you feel uncomfortable, which once you have got over the feeling
uncomfortable about the fact that you have analysed something and thought oh | don’t really like
that and you can kind of box it but you think well actually no | need to address that. But that’s just
more about taking you out of your comfort zone really. But that’s not really a bad thing, that’s just
an uncomfortable thing. (P1, intervention)

Lots of things! Meeting people who understand and 'get it ' reduced my isolation. Having parent
carers as facilitators helped a lot. Having 12 structured sessions made me commit to it and focus on
my own health. Having structured fun informative sessions helped a lot - | definitely went through a
process of change. The use of humour was really important to me - and learning to be more resilient.
(End-of-programme feedback)

Learning how useful and how important it is to keep myself healthy, not only for myself but for my
child family and friends. Learning how to reflect and realising the amount | already do for myself and
others that | am now proud of achieving a good sense of self-worth. Using Smart goals. (End-of-
programme feedback)

I just think it was excellent and totally life changing!! Every parent carer in the UK and worldwide
should have access to this course!! Thank you so so so much!! (End-of-programme feedback)
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The group:
Being part of a group feeling like my challenges were understood and acknowledged. We laughed a

lot cried sometimes and developed a lovely supportive friendship. | felt that the course was a really
good balance of talking to off-load whilst also being 'solution focussed'. This was very empowering.
Whilst my situation remains very challenging, | feel | have the skills and knowledge to help myself
whilst also now having a wonderful new group of supportive friends. | am so grateful for this
experience. Thank you. (End-of-programme feedback)

Our group worked really well actually and it really evolved, which was lovely because there were
people who were thinking they weren’t going to make it through to the end and they did. (...) We
had quite an empathetic group and there was sort of, now that I’'m thinking about it, possibly an
unwritten code. (...) There was a lot of respect in the group. Obviously, there’s some people whose
kids have mental health issues and having major issues. There was a lot of well let’s just sit and make
sure we listen. There was a lot of support and everybody injected into the study, nobody sort of sat
back, or if they were uncomfortable they said they were. As a group, it did, it evolved and it moulded
and it’s a really nice group. (P1, intervention)

| found it all helpful. | think the... and again, because it was a group, and that’s why | would say I'm
really glad that | was on the group side of it, the interaction and people’s knowledge and people’s
just experiences and you kind of... but that sort of camaraderie type of feeling really, that’s probably
what | got more... probably, and then, yes, you put that down and the connecting that we did really.
There’s lots and lots of connecting really and... Yes, there was lots and lots of all of it actually,
thinking about it, but just people putting through ideas of, “Well | do this, | don’t know if that would
work for you”. There was a lot of that and it was, yes, that’s probably what | got mostly from it. Yes.
(P1, intervention)

It was a really nice group of people, everyone was very... I'd say everyone was very open and honest,
people were able to talk about quite difficult circumstances and situations and it felt like a
supportive environment and people were able to get upset and feel supported | think and also we
did have a really good laugh, which was brilliant. | think we were really lucky. We are planning to
keep in touch. Typical carers, no one can find the time when we are all available. It just sums it up
really, doesn’t it? But it was such a positive experience. After the first night | came out on a bit of a
high because it’s just always so... because friends and family and they care, but people just don’t get
it in the same way as when you are with a group of people who just know how bleak it can be, yes.
(P3, intervention)

What | loved about the course was that it was very solution focused and | think quite often you can
go to groups and things that it’s just about talking, and as helpful as that is, you still come away with
it going, well I'm not really sure... It was nice, but | don’t really know how to make things better still,
so to go to a group that’s like you have the opportunity to talk and to gain help from other people
and be listened to, great, but let’s put that to one side, what are the barriers and how can we
overcome them and let’s work together to help each other overcome our barriers to having a more
healthy and greater wellbeing in our lives. So | think if I'd have known that beforehand, | would have
been even more excited. So maybe to have known that that was what it was trying to achieve. (P4,
intervention)
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| liked being around other people who were in a similar position to me. | liked the fact that we could
listen to each other and offer support and help and useful advice. There was a lot of that that went
on between us. Thinking creatively about how... from everybody’s own experiences, what
knowledge do | have that can help you? So | liked the supportiveness of the group. It wasn’t all
serious either, we laughed a lot, and that was lovely to have those moments where we shared silly
jokes. It really was a case of we laughed together and we cried together, do you know what | mean,
and we helped each other. So it was a really lovely group to be in and | really liked that. (P4,
intervention)

We all got to share our stories, we all got to know each other, we all gave each other presents at the
end and had a little party. It was really good. | think we all really became different people
throughout the course. (...) | think the best thing was going to the group, meeting everybody in the
group, just meeting like-minded people, having a break from life and being in a different place for a
while, reflecting on aspects of my life that | didn’t really think about or had put away, and | learnt
more about myself. (P5, intervention)

When somebody was missing it kind of really felt like somebody was missing because we all had very
different perspectives and different situations and it was really interesting. The biggest part of the
thing for me was not what came out of the structure but out of the conversations that we had
between us. Everybody interacted equally with everybody else across the six weeks, so there wasn’t
like two people who got on really well and had lots more in common and went off and talked
between themselves, it was like completely among the group and it wasn’t... In some weeks one of
us might be quiet for our own reasons and that was fine. Everybody was very... | don’t know, sort of
accepting of other people’s contribution, whether they were contributing a lot or not very much that
week. (P6, intervention)

Everybody was listening and it was nice... near the end of the... the latter sessions, we were very
much... if you understand what | mean, as a group, we were able to have little jokes together and
bring up things that we discussed before. It was very nice. It was very much a camaraderie if you
know what | mean. It was really nice and everybody was nice to everybody. There was not any anger
or frustration. You could see people were struggling with certain things. We were able to advise
them ‘Actually, you are better than what you think’ so it was really nice. (P12, intervention)

Group size:
It was smaller than | expected. | was expecting a group twice the size. And in some ways that might

have been better because it might have been easier to find maybe subgroups within that that | could
get... because there were definitely individuals in that group | could definitely get along with better
but instead because it was very small it felt quite kind of intense which then meant that, yes, each
person ends up trying to make it large and that... yes, and in a way that almost makes it harder to
share. Yes, | don’t know. | think | probably would have preferred a slightly larger group actually, but
not massive. (P2, intervention)

There was only three of us, which was kind of a shame there wasn't more but, at the same time, we
couldn't have got as much out of it as we did because we all got to share our stories, we all got to
know each other, we all gave each other presents at the end and had a little party. (P5, intervention)

I think if the group was a little bit bigger, maybe not massively bigger but maybe, say, nine to ten
people, | think you would get more input and there would be more discussion because even though
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we were able to discuss things, | think a bit more of an open, broader amount of different people
with different lives would make it a lot more interesting. (P12, intervention)

Peer facilitators:

We were sometimes a bit naughty on time when we talked too much, but | think that just happens
when you are in that group. But yes, we managed to cover everything. There was ample time. They
made sure everyone was included and had a say at every step really. | don’t think there was anyone
who didn’t feel they could contribute or felt left out. (P3, intervention)

[Facilitators were] Brilliant, brilliant. And they were bouncing off each other. It was not just coming
from one person. Because sometimes, you know when they do these things and you are only getting
it from one perspective and [name] was able to challenge that perspective and then we were all able
to challenge it and it was nice to be able to share rather than actually going, ‘We are learning off a
book that they were using to get their information’ but actually, we were having to break it up even
more on the sheets in front of us and where they were writing it all down, we were able to take
notes and everything, so it was really good. (P12, intervention)

They really kept things going. They both had quite different approaches which I think complemented
each other. Yes, it just seemed to work really well as a complete group including the facilitators
really. (P3, intervention)

I think it makes a massive difference that they were both parent carers because they obviously have
that innate understanding. | think it would have been different if they hadn’t been, if the facilitators
hadn’t experienced some of those issues, | think it would have been very different. So | think that
was a massive bonus. Because it’s almost like a short hand, isn’t it, there’s things you don’t even
have to explain or go into because you just know that there’s an understanding there already. So |
think that was really helpful. (P3, intervention)

| think that’s really helpful and important because it’s not... Both of them are parent carers
themselves and have been through very difficult situations and were open about sharing some of
their challenges and their experiences and | think that that helps you then feel that it’s okay to
express what you are going through and that it’s understood, because | think in those situations
where it’s being delivered by somebody who is reading the material without having had any of those
challenges themselves, makes it less believable, less... like going to a dieting class that’s being led by
someone who has never had any problems, challenges with their weight, do you know what | mean?
(...) It makes it less believable and somebody preaching to you but coming from a place that they
have no experience of but they are preaching to you about how you can make changes in your life.
And | think for me then | go I’'m not sure if | can... It makes me not want to... It’s less genuine, | guess.
So for me having people facilitate the programme who have both had those challenges and, as | said,
were quite open about their own challenges, and each week when we were going through the
different clangers or whatever, they were honest at times, saying, “Well I've struggled this week to
do it,” and so it makes you feel it’s okay that I’'m struggling with this as well. And we all kind of
worked together to help each other and encourage each other and that was a really lovely thing.
Really lovely thing. (P4, intervention)

The facilitators of the programme were excellent in that they helped to create an environment
where, as | said, it felt safe to talk about these things, that you were understood, that they cared
about what you were going through and that very clearly came across from both of the facilitators,
that they genuinely cared about what we were all going through and our challenges and also that
they were honest about their own challenges. (P4, intervention)
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The facilitators were very experienced (...) [they] were really knowledgeable, made us feel very
relaxed, and | think that was a great part of it as well. (P11, intervention)

[Facilitator] was great, really good and whist she was delivering a programme she was absolutely
excellent at tuning into individual people’s situations and responses to things without singling them
out. | could see she was being very empathetic and helping different people to get through different
bits of it individually but as a group, if that makes sense, which | think was a real skill. She wasn’t just
delivering a programme, she was also doing it as individuals and again | think being a very small
group really helped that. [Facilitator 2], yes, she was lovely. | mean, she was very good, kind. (P6,
intervention)

They were lovely. Both of them were fantastic. | cried at times and they were caring, they were
welcoming when you got there, they understood and remembered things. You felt like you got to
know them and they got to know you and they’d talk about their experiences as well. | couldn’t fault
them at all, either of them, they were both fantastic. (P8, intervention)

This was doable because the facilitators weren’t just ‘professionals’ preaching at us. (End-of-
programme feedback)

The 2 tutors delivering the course were absolutely amazing! Being parent carers themselves really
made them part of the group and not just 'teachers'. They were both friendly, welcoming, caring and
informative. They made the course something to look forward to each week. (End-of-programme
feedback)

Having the course delivered by another parent carer helped you to feel more at ease with disclosing
information about your life and to someone who could totally relate and understand you
circumstances. (End-of-programme feedback)

Content and activities:
The content of the course was good, it was really helpful and | know that it’s going to help me going
forward and | know that | am going to keep referring back to that to help me. (P4, intervention)

I think on every feedback form after every week it was like what was good about it and | was like
discussion and sharing [laughs] which didn’t come directly from the content of the programme but it
made that happen. So that for me was the biggest thing because those are the things that stick,
someone else’s experience or if somebody else is maybe struggling with something, you’d support
each other and you would kind of remember those things, you remember the personal stuff, human
interaction that you have with people, whichever way, more than stuff you have been told. So |
thought that was great. (...) It just seemed like a very natural way with that structure and the
structure almost kind of... kind of like disappeared a bit into the background. | mean, sometimes to
keep things moving, [facilitator] would have to bring us back to it and move on and stop one thing
and start another thing, but it was almost like that became like a supporting thing, so the structure
supported what happened in the session, it didn’t drive what happened in the session, although it
gave it structure but the session didn’t hang on the content. (P6, intervention)

| think it would be relevant to everybody actually. | think everyone could probably do with doing that
course. | think as parent carers we have additional challenges, obviously certainly lots of the stress
and the anxiety associated with your children who are struggling, but | thought that the content
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really helped you to focus on how do | keep myself healthy and look after my wellbeing, because if |
fall down then | can’t support my children. And | think that’s really really important because | think
so often families don’t get support until it’s too late. (P4, intervention)

I think it’s relevant to all human beings [laughs], but I think putting it in the context of being a parent
carer, yes | did find it very helpful and yes they were all the things. | don’t think there was anything
in there that was kind of superfluous and | don’t think there was anything in there that was, | don’t
know. Yes, just when you blend them, when you blend the CLANGERS, they cover everything in life
really. So parent carers, | didn’t feel there was anything there, they were all things that were
accessible. So there weren’t things in there like for a lot of parent carers would feel like a non-
starter, overwhelming, unachievable. They were all sort of day-to-day things that we all need to look
at. Yes, | think they absolutely covered the typical things. Not to say that other people don’t struggle
with them but that parent carers particularly are more likely to struggle with more than the average
person. (P6, intervention)

Learning about the CLANGERS and realistic ways to apply them - small steps. Having a laugh. (Weekly
feedback, module 2)

Everything today | could relate to, enjoyed the videos, very informative and has made me look at
how | can change to help improve my life. (Weekly feedback, module 3)

Looking at achievability of fitting in more exercise / active stuff. Looking for opportunities rather
than barriers. (Weekly feedback, module 5)

Really enjoyed doing a 'top tips' exercise. It was a nice reminder of the CLANGERS. Revisiting the
'wheel' to see how far | have come. Very positive for me. (Weekly feedback, module 12)

Having 12 structured sessions made me commit to it and focus on my own health. Having
structured, fun, informative, sessions helped a lot - | definitely went through a process of change.
(End-of-the-programme feedback)

Loved the CLANGERS definitely made me think about the areas of my own wellbeing | need to work
on. (End-of-the-programme feedback)

Reading the information made me think more about things | can do to help myself feel better. | even
completed a cross stitch for the learning something new part. The CLANGERS acted as prompts to
get me thinking about things | needed to do to give myself some time for myself. (End-of-the-
programme feedback)

Being able to reflect on what’s working and what isn't by going through the resources and
questionnaire in a structured way. (End-of-the-programme feedback)

Being reminded and prompted:

| just am aware of... perhaps more aware of what’s wrong, but | don’t know that I’'ve made, yes, any
great changes to anything. | mean, | went away and said I'd do various things, and some of them |
think were okay. | suppose it gives me more of a picture of what doing well might look like. (...) I'd
have made them before if | could. | wasn’t unaware... (P2, intervention)

It gave me a big kick up the bum to do something, | think that’s been helpful. (P13, control)
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A lot of it is very common sense stuff... you don’t think about or focus on things enough. The
CLANGERS, I've discussed that with quite a few people, because it’s so simple, isn’t it, but it really did
help me to focus on yes just all of those things really. (...) It’s like a revelation without it being a
revelation, if you know what | mean, because you know all that stuff, but you don’t take the time to
think about it and it was just very much about focusing on us and improving things for ourselves
before we can do it for everyone else really. (P3, intervention)

It was all about trying to make sure we reminded ourselves what we already knew but take the time
to try and make sure we can sustain ourselves because sometimes you just get really tired, physically
and emotionally. (P14, control)

It’s not like a six-week programme where you go in not knowing something at the beginning and you
come out knowing something at the end or being able to do something at the end that you didn’t
already know in your heart. It’s a six-week programme that concentrates on reminding you of things
that you can do and having had that reminder in a concentrated way it’s with me all the time. (P6,
intervention)

The CLANGERS acted as prompts to get me thinking about things | needed to do to give myself some
time for myself. Being able to reflect on what’s working and what isn't by going through the
resources and questionnaire in a structured way. (End-of-programme feedback)

Reflecting and setting goals:

| think acceptance is a big thing, so accepting what you can’t change. And we talked a lot about that
on the course, looking at what are our challenges. (...) So it’s kind of separating what you can and
can’t change | think helps you make steps forward, so going, okay, well this is the way it is, | can’t do
anything about that, so I’'m just going to accept it, and now okay what can | change, what do | have
control over and then breaking that down again into what are the specific barriers to me making
those changes and working on those. (P4, intervention)

I think what causes the stress and anxiety and things like that for me and kind of the downward
spiral that you can get into is that feeling that you don’t have control, that everything is happening
to you and you can’t take control of it (...) So you can end up feeling like you don’t have control over
anything in your life anymore and that’s when things start to spiral. So to stop for a minute and go,
okay, well let’s just think about my health and wellbeing and to break it down in a way that you can
go, okay, this is what | know | need to do to be healthy and for my wellbeing for me to carry on doing
this, but often everything can feel so overwhelming that you don’t know where to start. So to be
able to break it down like that and then go, right, | know | need to do this for my wellbeing, what are
my barriers, what’s stopping me from doing it, and then to analyse that and go, okay, well how can |
realistically overcome that to make a positive change gives you... makes you feel like you have more
control again. It brings back some control into being able to help yourself, which | think is really
important, is having the tools and the skills to be able to help yourself, which is what | felt that
course gave me. (P4, intervention)

It taught me how to break down those things into manageable chunks and to know that even a small
change is good, that it doesn’t... because | think so often we get caught up in the fact that it’s all or
nothing, right? You have to make that change and you have to do it all the time otherwise it’s not
worth it, and I think it’s recognising that even small changes can make a big difference and being

Lloyd J, et al. BMJ Open 2021; 11:e045570. doi: 10.1136/bmjopen-2020-045570



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

able to work out how to make those changes, as | said, by breaking it down and looking at what my
barriers are. (P4, intervention)

The message was you don’t have to make massive changes to improve things. So I’'m just trying to,
for me and the kids really, tweak things a little bit to try and improve things a bit so it doesn’t feel

like an onerous task and | don’t have to go to a class, | can sort of fit in activity as and when. That's
quite reassuring really. So it’s about making little changes that you can achieve rather than setting
massive goals that you are just going to fail and then feel like a failure. (P3, intervention)

When you do the diary, ticking those and understanding what each planner meant it was suddenly
occurring to me that | didn’t eat very well, | didn’t relax, | didn’t sleep, so | needed to focus more on
that side of my life. That really helped — the tick chart and setting goals. (...) What might stop you
was literally time, so | know | needed to make adjustments. (P10, intervention)

Focusing on oneself:

You know all that stuff, but you don’t take the time to think about it and it was just very much about
focusing on us and improving things for ourselves before we can do it for everyone else really. (...) it
has made me focus much more on my health and wellbeing and thinking I’'ve just got to give myself
that time. There’s loads of things that | need to do, but at the minute | just need to get better. (P3,
intervention

To be honest, it is all basic stuff, isn’t it? It is just bringing it to the forefront, that actually, you are a
worthy person and it is important that you do something for you, as well as your family and
everybody else. (P18, control)

It is about making the carer feel that they are just as important as the caree. Because if we do not
focus on ourselves, which is something we learnt, then you cannot work well for the person that you
are caring for. (P12, intervention)

| think because of the way it was designed as well, we found out more about the people ourselves.
We were ourselves in that. Even though we were carers and we were there because we were carers,
we were talking about how we were. (P1, intervention)

Less positive experiences, limited impact:

The thing is, | found it helpful and | know | will continue to find it helpful. | can’t say anything has
changed as a direct result. Well, maybe some things have changed as a direct result of the programme
but because | had an injury and because I'm just tired all the time, it’s sort of like well that hasn’t really
changed [laughs] and it’s not going to change. | think it gave me more hope that | will use... It’s not
like a six-week programme where you go in not knowing something at the beginning and you come
out knowing something at the end or being able to do something at the end that you didn’t already
know in your heart. It’s a six-week programme that concentrates on reminding you of things that you
can do and having had that reminder in a concentrated way it’s with me all the time. So as an example,
I'min a fairly poor state at the moment, not in life, nothing terrible but I’'m really tired and struggling
with this damn finger and feeling a bit like I'll never get things back to normal, but | know | will and |
know what things I’'m going to do to do that and the CLANGERS thing just... yes, it just stuck with me
and I’'m not speaking for other people but | could say that it did for the group, the other participants.
It didn’t make a massive short-term difference in my life. It did make a massive difference in my
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thinking and my awareness and hope that [laughs]... | think it’s hope. It gives you hope that you can
get back on track no matter what, I'd say. (P6, intervention)

It was interesting, it showed me lots of aspects that | could look at. It wasn’t just one thing to change,
there were lots of things and one of the videos stuck in my mind. | keep thinking of that, but | haven’t
actually motivated myself to do anything about that just half an hour of your day. There’s like 24 hours
in the day and it’s just like all we are asking for is half an hour to actually go and do some exercise. So
that was the most beneficial that you could do to try and lift your wellbeing and your health and
everything, | thought yeah, yeah. I'd got it in my head, but | still hadn’t done anything which is a bit...
| feel a bit annoyed with myself that | haven’t. | thought that in my head all the time why don’t | just
do that half hour? (P16, control)

I think | probably would have got more if there had been more time for chatting because that was
pretty much banned and the time was very limited because of the research element of it, whereas |
think in a group like that people would chat normally, so probably the loo break was the best bit in
terms of chatting, which sounds weird but it’s a bit unnatural to ban chatting. (...) Some of the topics
were much heavier than others and bigger than others and that wasn’t reflected in the time allocation,
so some of it felt like a bit of time filling and all the kind of introductory and end sessions felt a bit time
filling when the actual topics really could have done with a lot more depth in some cases. (P2,
intervention)

Right at the start was when we did the connecting. Well, it was a big one... | know CLANGERS starts
with a C so you start with connect, but connecting is actually a really big one and actually can cause...
I know we were talking about connecting with people outside, you are walking the dog, you chat with
people you see and say hi, but you can actually come away feeling more lonely than you did when you
went out and connected with them. (P1, intervention)

The one | disliked most of all was... It might have been relax. It was a lot to do with managing stress
and it was all related to work type stress and very unrelated to the experiences that you have as a
parent carer. Yes. Mmm. Once upon a time | had a job and that just pissed me off even more because
actually I miss having a job enormously and it’s just like [sighs] right, yes, great, yes, people get stressed
at work, mmm, that would be nice [laughs]. Just a bit sort of... that one missed the mark quite badly
for me but not necessarily for everybody else because it was hitting a sore spot really. (P2,
intervention)

A lot of the videos were based on how to eat properly and how the brain works when you have
exercise and | think that most people sort of understand these things and how beneficial they are but
not everyone has access to them and not everyone can achieve what is put across in the videos and |
was sort of more expecting help on... The thing is | think what you can’t get away with being a parent
carer is it's supposed to be for you as a parent carer but everything that you think about and you do,
you think about your children, so you can’t really get away from that aspect of it. So maybe if it was
done in a way that it was for a parent carer and their children and what they can achieve then it would
be different. (P7, intervention)

I must admit when | was watching the ‘How to make a box’ video, | was thinking, ‘This is quite random.’
For me, that was right up my street because | love making things like that, but | was thinking, ‘If this
was my husband watching it, he would probably be watching it thinking “Why am | watching this
video?”” (P18, control)
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2.3. Views on online materials

Mixed views:

| probably accessed about, well, 7 or 8 of them. Nearly all of them. | don’t think | looked at the last
one. But it just reinforced what we did in... | didn’t do them... Of course, they only came up after,
didn’t they? | was going to say | didn’t do them before because | didn’t come up before, that’s why.
Yes, so | only accessed them after and then I think there was one occasion where the video didn’t
work or something... there was some reason why we couldn’t see it and then | accessed it online. So
it was great to have that as a backup if other things didn’t quite work out in the session and to
reinforce. (P1, intervention)

There’s almost always something that | need to get done and if I've got access to a computer I'd
rather be doing something more pleasant or relaxing or social than going through an online course
on something that isn’t central to my interests | guess. So yes, | think that goes back to why | was
pleased that | got the real life group because it’s like yes | actually will turn up and listen to that,
whereas I’'m not sure | will actually get round to doing an online course, I'd probably just go yes | just
dropped out. (P2, intervention)

Initially | was curious and then | think it dwindled off because | felt like the course was covering
everything so thoroughly that would it add anything to what | had already had? So | think that’s
probably why | didn’t bother so much was because, yes, | felt that everything had been covered well
during the session. (P4, intervention)

I missed most of [one] session. But then | went online and did it from online. Yes. It was really easy
to get into and everything was on there, but | didn’t take it in as well as | did on all the other days. It
was the Connect and Learn were the two CLANGERS | wasn't there for. All of the other ones I think |
got more out of than that one because even though | wrote stuff down from the internet onto the
pages she gave me, it didn’t sink in as well discussing it. (P5, intervention)

The week that | missed, | went through and used the online materials for that. So yes, a little bit, but
| didn’t do it systematically alongside the group each week... Once I’'m out of the room, group, I've
got a hundred million other things that take priority over that. (P6, intervention)

| thought they were really good, the little videos and things like that, | thought it was really helpful
information and | think had | have been accessing it every week | would have found it helpful. | had a
quick flick through the weeks to just have a quick nosey what it was about at the start. But yes, | do
think it was helpful information, but | just didn’t follow it through. (P13, control)

| really appreciated the reminders and | really appreciated the way it was laid out in saying what
commitments are you going to make today to yourself, to anybody to do these things? But some of
the online stuff was very good. (...) Some of the other stuff was just lowbrow and moved on, to be
honest. It didn’t keep my attention. Making a box, well, get real, come on. (...) So yes, there’s some
very good video content and yes it fitted together quite well, it’s just that there was some
demeaning stuff that | didn’t do anything with, | just sort of saw it and thought that’s not for me,
moved it to one side and moved on. (P14, control)

What was there was absolutely fantastic and | think the videos were a good way of doing it because
I, for one, am better at learning through watching the videos and being able to go back to them
rather than just having loads and loads of information to read because obviously, you do get jaded
and you do get tired, so... yeah, | thought it was done really well. (P18, control)

Lloyd J, et al. BMJ Open 2021; 11:e045570. doi: 10.1136/bmjopen-2020-045570



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

I found some of them were a bit patronising, a bit sort of childish [laughs] and very Americanised.
There were like a few which | found more helpful or were quite pleasant to do, but some of the
videos | thought were a bit, yeah, a little bit childish. (P17, control)

Lack of groups as impeding the learning:
| always put it off to the next day and the next day, whereas if it was a group | would just go to it as if
it was an appointment, and | forget about things all the time otherwise. (P13, control)

I think although it was very useful to have it online, | did like that, but | wish there had been an option
to maybe meet up once or twice in the group. I’'m the sort of person that when I’'m (recording inaudible
0:15:05.2) myself | do like getting out and about and meeting other people who have got similar things
and | think it would have been... If you’d have had this group locally, | would have loved to have gone
every week and | think that if I'd have gone every week | probably would have finished it no matter
what and | think that personally | would have maybe got even more out of it by engaging with other
people. (...) Maybe just gaining new friendships, to be able to have that contact with people after the
group had finished. Yes, just sharing experiences, sharing tips. Lots of people have different ways of
dealing with things and you get ideas from other people or you find out about things to support your
children or your family or yourself that maybe you have not heard about. (...) | think it’s really useful
to be able to have that physical contact with other people really. (...) if you are in a group and you
went back the next week and you said, “How did you get on?” it would just encourage you to discuss
what you’d done that week and, as | said, maybe learn from other people and just taking it forward,
being able to just be perhaps more motivated, | guess. If you are in a group and you see lots of people
benefitting it just encourages you. (P15, control)

| was a bit disappointed because I'm in [town] and | thought oh | could do this every week, it will get
me out of the house, because that would have given me the incentive to go somewhere and get it and
it would have been a walk and some exercise to get there. | was thinking all that in my head, but
actually even getting there would be part of it, part of the looking after myself. So | thought online it
wasn’t going to be as useful. (...) it took a discipline to sit down and actually make that time to look at
the second, go back toit. (...) | did forget about it because you’ve got lots of things to do, whether you
had a little reminder or something where you could check in or just say what you... you know what |
mean? How did you find doing that part of it or maybe a bit of homework or something [laughs]. You
could say, “Oh | didn’t manage to do it,” but it might be that incentive just to do something, whereas
if no one is checking in on you just to say, “How did you find that?” or “Did you do anything?” then
you are more likely to not and to put it lower down your list, aren’t you? So if | had someone who |
thought they are going to ask me what I've done, even like an email, they are going to ask me what
I've done, I'll feel like I've got to do it, to try it, yes, but because there was nobody doing that, | didn’t
push myself. (P16, control)

| found doing the online course quite isolating. Personally, | would have... | think it would have made
more changes in a quicker timespan if | had been in the group one. For me, it is not so much... like |
said earlier, it is having that group session, it is being with people who are going through very similar
things and | think if you have got the pressure, for want of a better word, of a group session, you are
more likely to make those changes. Do you know where | am coming from? It is very difficult to put
into words. But for me, | have done it online and | have ticked the box, if that makes sense. | have
ticked the box. Yeah, | have done it, but it is... | think it is going to be more of a... it is going to be more
difficult for me to be able to actually put those things into practice having done it online than if | was
going to a course and they said, ‘Right. Okay, what have you done for yourself this week?’ (...) I think
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that whilst it is brilliant to have had access to the course online, | do think it is something that possibly
needs to be more personable, more face-to-face rather than a computer screen. Because that does
isolate you in yourself. | am taking myself away from my husband and my family to go up and do it,
which is great because it is time for me. (...) | do contradict myself, | know, because in one sense, it is
easier to do it online because of the timings involved and things like that with work and all the balls
that you are juggling, but on the other side, it is harder. It has been harder to do. (...) There was one
video that was really quite long and | will not lie, | cannot even remember what it was about now, but
it was probably the day | watched it, | had a really difficult emotional day and when | was watching
this really long video, | think it was about eleven minutes, and | did find that | was very tired and | did
find myself... my mind wandered because you are looking at a computer screen and you are thinking
around you, ‘I have got to do the washing. | have got to do this.” Because | was in my own environment,
| found myself thinking about everything else that | should be doing, whereas if | was in... if | had gone
to the group and they were watching that video, you have got nothing else to do, you are switched
off. You are switched on to be watching that video, whereas for me, | was there thinking, ‘Yeah. Okay,
I have got to do this, so | will sit down and do this... and then my mind... like | say, | was... at one point,
I was so tired that | was thinking, ‘Oh gosh, | have got to go and make lunch, something for [name]
and | to have for lunch tomorrow because | have got work, | have got issues at work.” (P18, control)

| found being in the online group really hard as well | could never find time to look at the resources.
If I'd have been in the face to face group I'd have had allocated time to get out and access the
sessions. (End-of-the-programme feedback)

| wasn't able to attend the groups so looked at the online resources and | don't tend to follow up on
things from online. (End-of-the-programme feedback)

2.4. Factors influencing ability to engage with and benefit from the programme

Commitments and inadvertent events:

Just giving myself time to do it really. | didn’t prioritise it highly enough; | was just putting other
things before it. | knew it was all at the back of my mind and | put a note up for me to look at it, but
because there was nobody telling me, | did prioritise other things really. (P16, control)

There were certain things that came up in my life that | hadn’t planned, an interview one day and
stuff, that it was kind of a big commitment for that sort of six weeks to be able to sort of... if
something came up and | was like, oh no, really, and | didn’t want to let people down obviously, but
there was a few of us that had to take days off here, there and everywhere and maybe it was a bit
too long. In hindsight, it probably would have been easier to have done the online stuff. (P7,
intervention)

I've had this chest infection, which | missed the last session unfortunately because | was really quite
illand I didn’t want to pass it on to other people who are looking after vulnerable people
particularly. (P3, intervention)

I think the people who are kind of at the not coping end of the spectrum are likely to not make a lot
of the sessions because you have to drop everything all the time. (P2, intervention)
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| put it in a sheet, put it in Excel, added a few columns, put in words and scoring and, yes, I'm quite
happy for you to see it. It just explains on some days you are impacted by inadvertent events and
there is no relaxation, there is five hours’ sleep. That’s just the way it is. (P14, control)

At the end of a very long day when you are exhausted, you have been to work, you have had a
meltdown from an unstable children, you are then getting them to bed, cooking them tea, bla bla bla
and then you sit down, you can read something online, but it does not necessarily go in, so it was
good to print some bits off, so that | have got that for future. (P18, control)

External factors:

When you have got too much in the way of other things that you are not getting what you need, you
are not going to be able to look at it. So yes, | don’t know that it felt massively relevant to me
because | have got bigger fish to fry. (...) | have some really quite big social care needs and health
care needs of my own that are not being met and so it is much more difficult to sit there going, “Ah
well, have | eaten properly today or have I...?” That kind of stuff isn’t the kind of... But those things
don’t exist so it’s better than nothing. (...) But | think it’s working really well for some people. Yes, |
can see that other members of the group were getting masses more out of it than | was. So | think if
it’s the right thing for you then it’s clearly way more beneficial. (P2, intervention)

To be honest, the timing of this course could not have been worse [laughter] because my colleague
has just been diagnosed with lymphoma, so he has been taken away and he is undergoing really
aggressive chemo at the moment, so that means we are a man short in the office and | am thinking,
‘Oh my goodness, | have got all this to contend with at the minute,” but that is a parameter that you
cannot... as a group, that is not your fault. That is just one of those things. That is not something that
you can control. (...) Ironically, | do not know if you have got access to my before and my after, but |
actually think my after ones are possibly the answers that are not quite so good in terms of my
mental health than the beginning ones but like | say, that is circumstances out of your control
because it is nothing to do with reflecting on the course; it is just purely that we have had so much
negativity and bad things happening in the last six weeks, that that is possibly reflected in that, but
like | say, there is not an awful lot you can do because that is outside of your control. (P18, control)

Unfortunately | have experienced many personal stressful situations since starting the programme
which has not helped me to focus on it as much as | had hoped if things had been stable. (End-of-

programme feedback)

If there is no respite available and you'll see very little difference as you can't implement what you
learn - care is 24-7 in some cases. (End-of-programme feedback)

My son was poorly so | was only able to access so much. (End-of-programme feedback)
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