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Abstract

Behavioural interventions to treat anxiety in adults with autism
and moderate to severe intellectual disabilities: the BEAMS-ID
feasibility study

Peter E Langdon®,%23%" Magdalena M Apanasionok®,’
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Background: Interventions for anxiety need to be adapted to meet the needs of autistic people with
moderate to severe learning disabilities and successfully modelled before evidence about efficacy can be
generated from clinical trials.

Objectives: The objectives were to: (1) adapt a behavioural intervention for anxiety, develop an
intervention fidelity checklist and logic model, and appraise candidate outcome measures, together

with carers, autistic people, and clinicians, (2) characterise treatment-as-usual, (3) model the adapted
intervention to determine the acceptability and feasibility for all stakeholders, judge the appropriateness
of outcome measures, examine the feasibility and acceptability of consent and associated processes and
(4) describe factors that facilitate or challenge intervention delivery.

Design: This study had two phases. Phase 1a: using consensus methods, an intervention adaptation
group was formed who met to adapt the intervention, appraise candidate outcome measures, and
contribute to the development of the intervention fidelity checklists and logic model. Phase 1b: a
national online survey was conducted with professionals to characterise treatment-as-usual. Phase 2:
this was a single-group non-randomised feasibility study designed to model the intervention to test
intervention feasibility and acceptability, outcome measures, and aspects of the research process.

Setting: Participants were recruited from National Health Service community adult learning disabilities
teams in England.

Participants: Participants aged 16 and over with a diagnosis of autism, moderate to severe learning
disabilities, an anxiety disorder, and a carer who was available to take part in the intervention. For those
who lacked capacity to make a decision about taking part, a consultee had to provide advice that the
participant should be included in the study.
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ABSTRACT

Interventions: The intervention comprised 12 sessions alongside treatment-as-usual.

Main outcome measures: The feasibility and acceptability of the intervention and research processes,
outcome measure completion rates, and intervention adherence.

Results: The intervention was successfully adapted and modelled with 28 autistic participants with
moderate to severe learning disabilities. The intervention was judged to be feasible and acceptable by
autistic adults with learning disabilities, carers, and therapists. Carers and therapists suggested minor
intervention revisions. Carers completed 100% of outcome measures and the missing data rate was
low; however, they indicated that some of the questions were repetitive and said they had difficulty
responding to some items. The use of the Mental Capacity Act, 2005, led to an average 5-week delay to
participant enrolment. The accrual rate was affected by the COVID-19 pandemic and improved during
the summer and early autumn of 2022.

Limitations: Randomisation was not modelled within this feasibility study, although carers and
therapists indicated that this would be acceptable.

Conclusions: The BEAMS-ID intervention and associated study processes were judged to be feasible
and acceptable. The intervention required minor revision.

Future work: The BEAMS-ID intervention should be tested further within a trial.
Study registration: This study is registered as ISRCTN12637590.

Funding: This award was funded by the National Institute for Health and Care Research (NIHR)
Health Technology Assessment programme (NIHR award ref: NIHR129804) and is published in full in
Health Technology Assessment; Vol. 28, No. 72. See the NIHR Funding and Awards website for further
award information.
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Plain language summary

his study was about autistic adults with moderate to severe learning disabilities who have anxiety.

There are good interventions for anxiety, but these need to change to meet the needs of autistic
adults with moderate to severe learning disabilities. An example of such an intervention is called
exposure therapy.

This study had two parts. In the first part, we worked with autistic adults, carers and family members,
and professionals to adapt an existing anxiety intervention. We also completed a national survey to find
out what interventions people are getting now. In the second part, the intervention was tested with 28
autistic adults with moderate to severe learning disabilities. We asked participants, carers and clinicians
about their experiences of being part of the study and receiving the intervention.

We successfully changed an existing intervention together with autistic adults, carers and family
members, and professionals. The intervention included relaxation training and exposure therapy. From
our national survey, we found out that autistic people with moderate to severe learning disabilities
who have problems with anxiety are most often offered psychological interventions (e.g. relaxation) or
medication (e.g. sertraline) for anxiety. Exposure therapy was not offered very frequently. We tried out
our intervention and autistic people with moderate to severe learning disabilities told us that they liked
coming to the intervention and liked that their carer attended. Carers liked taking part in the research
and were positive about the intervention. Therapists told us that the intervention was suitable and
were positive about the training they received in delivering the intervention. Both carers and therapists
suggested some changes to the intervention to help improve it in the future. We recommended that a
larger study should now be completed.
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Scientific summary

Background

A large number of people with autism and learning disabilities have problems with anxiety. There is
evidence that talking psychological therapies are an effective intervention for anxiety, but many of these
interventions have not been tested with people who have both autism and learning disabilities. These
interventions need to be adapted before they can be used with this population because of their difficulties
with verbal communication, restricted and repetitive behaviours, and behaviours that challenge.

Objectives

We aimed to (1) work with our patient and public involvement (PPI) partners to adapt an existing
intervention manual for anxiety disorders for use with autistic adults with moderate to severe learning
disabilities and (2) complete a feasibility study to try out our intervention and seek feedback from
participants, families and therapists. In addition, we collected information about what interventions
people are currently receiving to characterise treatment-as-usual (TAU) and test out some outcome
measures.

Phase 1a: adaptation
Our objectives were:

e to establish an intervention adaptation group (IAG) and, during a series of meetings, adapt an
existing intervention to treat anxiety symptoms in autistic adults who have moderate to severe
learning disabilities

e to develop an intervention fidelity checklist that can be used alongside the intervention manual

e to appraise and consider several candidate outcome measures of anxiety-related symptoms and make
a recommendation for use within Phase 2

e to develop an intervention logic model.

Phase 1b: description of treatment-as-usual

Our objective was to complete a national survey of existing interventions for adults with anxiety
disorders who have moderate to severe learning disabilities. The survey was constructed using items
adapted from the Template for Intervention Description and Replication (TIDieR) checklist to ensure a
clear description of TAU. This phase ran concurrently with Phase 1a and Phase 2. This allowed for the
capture of data to allow for the characterisation of TAU, including any specific interventions offered.
We invited participation from all community-based services for people with autism and/or learning
disabilities across the United Kingdom.

Phase 2: feasibility study
Our objectives were:

e to model the manualised intervention to determine the acceptability and feasibility for all
stakeholders, including autistic adults with moderate to severe learning disabilities, carers, and
clinicians, and adjust as required

e to judge the appropriateness, including response rates, of our measures of anxiety-related
symptomatology for use within a larger study

e to examine the feasibility and acceptability of consent and associated processes in the context of the
Mental Capacity Act, 2005 and

e to describe factors that facilitate or challenge the implementation of our intervention.
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SCIENTIFIC SUMMARY

Methods
Study design

Phase 1a (intervention adaptation)

An IAG was established, and during a series of five meetings an existing intervention used to treat
anxiety symptoms in adults with autism was adapted for use with people who also have moderate to
severe learning disabilities.

Phase 1b (treatment-as-usual survey)

A national survey of existing community-based interventions for adults with anxiety disorders who have
moderate to severe learning disabilities was conducted. The TIDieR checklist was used to inform the
development of our survey questions to ensure a clear description of TAU.

Phase 2 (feasibility study)

This study was a single-arm, non-randomised, feasibility study, with autistic people who have moderate
to severe learning disabilities. Participants and their carers received the adapted intervention developed
in Phase 13, in conjunction with any other intervention they were receiving. Both qualitative and
quantitative research methods were used to address key components of feasibility.

Setting and participants

Phase 1a (intervention adaptation)

The IAG included eight key stakeholders who were representatives from our PPI partners, carers and
family members, people with autism and/or learning disabilities, and clinicians, along with members of
the research team.

Phase 1b (treatment-as-usual survey)

All services for adults with autism and learning disabilities (and learning disabilities services providing
support to those who also have autism); this included NHS mental health and learning disabilities
services, and the independent and charitable sector, including social enterprises within the UK. The total
of number of survey responses was N = 76.

Phase 2 (feasibility study)

This single-arm non-randomised feasibility study took place within the NHS health services in England.
We aimed to recruit up to 30 participants from the following NHS services across England: Coventry
and Warwickshire Partnership NHS Trust, Herefordshire and Worcestershire Health and Care NHS Trust,
Leicestershire Partnership NHS Trust, Solent NHS Trust, and Mersey Care NHS Foundation Trust. A total
of 28 participants were enrolled, and 18% were from a non-white background, while 53.6% had severe
learning disabilities.

Intervention

Participants within this study received up to 12 sessions of individual and manualised behaviour therapy,
each lasting between 60 and 90 minutes with support from carers. The intervention was exposure
therapy and was adapted for use with this population and manualised.

Assessment of feasibility of delivery and acceptability of the intervention

We examined the views of participants, parents/carers, and therapists to address (1) intervention
accessibility and acceptability, (2) helpful/unhelpful aspects, including barriers to change, (3) the value of
our adaptations, (4) relationships with therapists, (5) acceptability of consent processes, (6) acceptability
of outcome measures and (7) acceptability of randomisation within a future trial. We completed
semistructured interviews with seven parents/carers and eight therapists. Interviews using Talking Mats®
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were also completed with five autistic adults with moderate to severe learning disabilities who received
the intervention to explore their experience of the intervention and their outcomes.

Collection of outcome data

Phase 1a (intervention adaptation)

We held five meetings with the IAG and made use of consensus methods following discussion to make
decisions about intervention adaptations, the content of our fidelity checklist, and our selection of
candidate outcome measures.

Phase 1b

Questions for the TAU survey included the type of support/intervention, who, how and where it is
delivered, along with dose and any modifications adapted from the TIDieR checklist. The online survey
was delivered using Qualtrics (Qualtrics, Provo, UT, USA) or as a telephone interview. This phase lasted
14 months, running concurrently with Phase 1a and Phase 2.

Phase 2

Participants were enrolled in the study for approximately 6 months. Participants were assessed at three
times points: (1) screening for eligibility, (2) baseline assessment within 4 weeks before commencement
of the intervention and (3) within 4 weeks following the completion of the intervention. Eligibility
assessments included measures of adaptive behaviour, autistic symptoms, and symptoms of anxiety
disorders. Our outcome assessments included measures of anxiety, emotional and behavioural problems,
behaviours that challenge, and engagement within the community.

Patient and public involvement and engagement

Patient and public involvement and engagement was firmly and genuinely an integral part of our
methodology. We partnered with the National Autistic Society (NAS), who worked collaboratively with
us to adapt our intervention, along with carers, autistic people, and clinicians. They helped prepare
study documentation, recruit participants, and collaboratively disseminate information about this study.
Autistic people, carers and clinicians were members of the Study Steering Group and shared oversight of
our project progress. Our IAG was formed of carers, autistic people and clinicians who are experienced
with working with autistic people with moderate to severe learning disabilities.

Results

Phase 1a
We successfully adapted the intervention, developed a logic model and intervention fidelity checklist,
and chose outcome measures collaboratively with the IAG.

Phase 1b

Seventy-eight health and social care professionals responded to our survey and 76 provided data

about TAU. The majority worked for the NHS. The most frequently offered anxiety intervention was
described as psychological interventions, but exposure therapy was said to be infrequently provided.
Respondents also described the adaptations they made to psychological interventions for use with
adults with learning disability. These adaptations included: providing communication support, adjusting
session content or activities, adjusting the timing, duration, frequency and number of sessions, involving
carers within the intervention, or making changes to a person’s environment. The next most offered
intervention was medication. Respondents also described less frequently offered interventions including
speech and language therapy, occupational therapy, sensory strategies, communication training,
increased staff support, touch therapy and music therapy. Four respondents indicated that physical
health support was also offered as an intervention for anxiety.
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SCIENTIFIC SUMMARY

Phase 2

(1) Acceptability and feasibility of the intervention: the intervention was feasible to deliver and
acceptable to autistic adults with moderate to severe learning disabilities, carers and therapists. Carers
and therapists made some suggestions for revisions to the intervention which focused upon reinforcing
the importance of consistent carer attendance during the intervention, and the inclusion of further
guidance about ensuring that the intervention is person-centred by adapting the timing, frequency, and
number of intervention sessions, making use of bespoke or personalised intervention materials, further
guidance about delivering relaxation, and strengthening information about the nature and degree of
adaptations that can be made by therapists. All suggestions were considered feasible to implement.

(2) Appropriateness of outcome measures: percentage of missing data across the outcome measures
was low and ranged from 0% to 2.38% and carers completed 100% of all outcome measures. However,
carers commented that some of the items were repetitive, and some said they had difficulties answering
some questions. However, others said they were acceptable and easy to complete. (3) Feasibility

and acceptability of consent and associated processes: carers indicated that the study participant
information sheets and associated processes were clear, helpful, and straightforward. Seventy-nine per
cent of autistic participants with moderate to severe learning disabilities were judged to lack capacity
to make a decision about taking part in this study. On average, it took nearly 5 weeks to seek consultee
advice and enrol these participants. (4) Factors that facilitate or challenge the implementation of our
intervention: autistic participants with moderate to severe learning disabilities indicated that they

liked coming to the intervention sessions and the information booklets that were used during the
intervention. They also indicated that they liked some core aspects of the intervention (e.g. fear ladders,
relaxation, visual schedules). Carers indicated that the intervention facilitators were adaptations to meet
individual needs, the experience of attending therapy and a positive therapeutic relationship with the
therapist. Therapists reported that the intervention facilitators were the inclusion of a clear structure,
therapist understanding of people with learning disabilities, carer understanding and engagement,
effectively meeting carer need, using adapted materials, high-quality training in the intervention, access
to supervision, specific aspects of the intervention (e.g. preference assessments, reinforcement, carer-
only sessions, positive therapeutic relationship), and intervention flexibility. Carers reported that the key
barriers were not directly attributable to the intervention (e.g. iliness, holidays, or lack of staff), or were
related to challenges accessing intervention material to be used during exposure, or difficulties with
using the intervention with some individuals due to additional complexity, the quantity of information
provided, and the time commitment required. Therapists suggested that the barriers were challenges
adapting relaxation techniques, difficulties with participant engagement and motivation, different carers
attending intervention sessions, difficulties with some intervention components with some individuals,
quantity of information, and behaviours that challenge.

Conclusions

The BEAMS-ID intervention was judged to be feasible to deliver and acceptable to autistic adults with
moderate to severe learning disabilities, carers and therapists. Carers and therapists made some helpful
suggestions for revisions which can be easily incorporated into the existing manualised intervention with
minor revision. This study took place during the COVID-19 pandemic and the recruitment of participants
during Phase 2 was at a lower rate than anticipated, considering that the study was funded prior to the
onset of the pandemic. Nevertheless, 93% of the planned sample size was successfully recruited, and it
was noted that the accrual rate improved during the summer of 2022 and was higher within sites who
joined towards the end of the study period. The participant attrition rate was low and not attributable to
the intervention or study processes. This study benefited from genuine patient and public involvement
and engagement during the adaptation of the intervention, development of fidelity checklist and

logic model, choice of outcome measures and study management. Following minor revisions to the
intervention, and further consideration of outcome measures based upon carer feedback, the BEAMS-
ID intervention should be tested in a randomised trial.
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Protocol

The study protocol is available from https:/fundingawards.nihr.ac.uk/award/NIHR129804.

Study registration

This study is registered as ISRCTN12637590.

Funding

This award was funded by the National Institute for Health and Care Research (NIHR) Health Technology
Assessment programme (NIHR award ref: NIHR129804) and is published in full in Health Technology
Assessment; Vol. 28, No. 72. See the NIHR Funding and Awards website for further award information.
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Chapter 1 Introduction

ithin our report, we recognise that “learning” and “intellectual” disabilities are both used to refer

to the same group of people in different parts of the world. In the United Kingdom, we tend to
use learning disabilities. We have intentionally used intellectual disabilities in our title, while we have
used learning disabilities throughout our report.

Background

There is evidence that ‘talking’ psychological therapies are likely effective for autistic people without
learning disabilities and those with mild learning disabilities,!-® but there is a lack of evidence that these
interventions are effective for those with both autism and moderate to severe learning disabilities.
While there is substantial evidence that cognitive behavioural therapy is an effective intervention

for anxiety disorders in adults,® the inclusion of cognitive methods within behaviour therapy has

been questioned, as there is evidence that these methods do not improve intervention outcomes,*-®
including outcomes following intervention for anxiety disorders.?-*? There is evidence that behavioural
interventions and, specifically, exposure therapy may work just as well as cognitive therapy for

many anxiety disorders.'®>-*> Considering the difficulties that autistic people with learning disabilities
experience with communication, psychological therapies which focus upon behavioural interventions,
such as exposure therapy, may be advantageous because of a potential reduced reliance upon

verbal communication.

Rosen et al.® completed a systematic review of behavioural interventions used for anxiety disorders
with autistic people with moderate or severe learning disabilities. Their review included seven studies
involving children, adolescents and adults. None of the included studies were randomised control

trials; instead, they made use of single-case experimental designs. Within the review, a variety

of behavioural interventions with adaptations, such as the inclusion of parents or carers within

therapy, were successfully modelled, which included: systematic desensitisation and the use of fear
hierarchies,’-*? video modelling and mastery techniques,*” stimulus fading,?° positive reinforcement to
support behaviour change!?-?? and exposure techniques.?°-2 These studies suggested that behavioural
interventions have the potential to be beneficial for anxiety amongst those with autism and moderate to
severe learning disabilities. Additionally, we completed a systematic review of interventions for mental
health problems for children and adults who have severe learning disabilities (including those with
autism).* Very few studies met the eligibility criteria for inclusion, and those that evaluated psychological
therapies made use of minimal-quality single-case experimental designs, with a resulting poor current
evidence base, indicating that better modelling and feasibility studies are initially needed to inform the
decision as to whether to proceed to larger studies.

It is clear that autistic people are at increased risk of developing mental health problems, including
anxiety disorders, relative to their neurotypical peers.?*-?” Those with autism often present with atypical
reactions to sensory stimuli as well as restricted and repetitive interests which are associated with
anxiety, including an insistence on sameness and routine.?®?? Approximately 32-43% of those with
autism also have symptoms of anxiety,*3!* while members of our research team have identified that up
to 14.3% will have a diagnosis of an anxiety disorder by the age of 27, compared with only 7.1% of the
general population.®? Adapted talking psychological therapies can be used to treat anxiety disorders
with autistic people,?2® and similar interventions can be used with people who have mild learning
disabilities.*3* However, as already mentioned, the evidence to support their use with people who have
autism and moderate to severe learning disabilities is sparse.®
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INTRODUCTION

A variety of factors have been associated with the development of emotional disorders in autistic
children, adolescents, and adults. It is important that these factors are considered and incorporated
within intervention programmes for autistic people, and include:

e difficulties with social functioning,®> and social skills difficulties,®**” including social motivation3®
and communication®

e difficulties with friendship quality*® and lack of social support*4?

e difficulties with the development and use of coping strategies®®

o |oneliness#04243

e reduced awareness of difficulties*'44

e seeing oneself as dissimilar from others*

e rumination#!4¢

e autistic traits*

e lack of flexibility and associated executive function difficulties, associated with anxiety*42

e difficulties with meta-cognition, associated with depression*”

e restricted and repetitive behaviours,?®4%% including an insistence on sameness?82751-54

e level of general intellectual functioning,>>->8 which has not been consistently associated with
emotional disorders in some studies®

e sensory issues, including atypical sensory over-responsivity and avoidance of sensory input?829:53¢061

e intolerance of uncertainty,?®2-%> which has been shown to mediate the relationship between sensory
issues and anxiety, as well as anxiety and insistence on sameness® and

e alexithymia.*

Autistic people with moderate to severe learning disabilities who have anxiety disorders have a high
level of need, and this has been recognised by the NHS. In 2015,%” Building the Right Support was
published, which was a national plan for England to develop community services for people with
learning disabilities and/or autism in an attempt to reduce the need for psychiatric hospital admission.
As part of this new national service model for people with learning disabilities and/or autism, all
individuals should be offered both mainstream and specialist NHS health care, including mental health
interventions, as needed. While there are well-developed evidence-based psychological therapies

for the general population, such an evidence base does not exist for autistic people and those with
moderate to severe learning disabilities. The results of our systematic review of interventions for mental
health problems in individuals with severe learning disabilities, including those who have autism, showed
no robust evidence for any psychological interventions for anxiety.* Thus, autistic individuals with
moderate to severe learning disabilities face an evidence inequity whereby there is a lack of research

to guide intervention despite significant levels of need. However, the National Institute for Health and
Care Excellence does recommend psychological interventions, including relaxation training and exposure
therapy, for adults with either autism or learning disabilities who have mental health problems.%-7°

Lifetime care costs for one person with autism and learning disabilities have been estimated at £1.5
million,”* while the literature about the economic benefits of healthcare interventions for autistic
people with learning disabilities is scarce. Developing mental health interventions for autistic people
was previously identified as the number one priority by stakeholders, including autistic people and
their families, in the James Lind Alliance priority-setting exercise (www.jla.nihr.ac.uk/news/answering-
the-questions-from-people-with-autism-their-families-and-health-professionals/7681). NHS England
have identified autism and learning disabilities as a 10 Year Plan clinical priority for the NHS, while the
need to eliminate any potential discrimination against those with a protected characteristic, as defined
within the Equality Act, 2010, has been recognised by NHS England’? within their previously published
research plan for the NHS. This has also included a recommendation that research must reduce health
inequalities amongst patients, which is directly relevant to autistic people with moderate to severe
learning disabilities who face a double inequality (existing health inequalities coupled with a lack of
evidence about how best to reduce these).
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However, developing and testing interventions for this population are associated with several
challenges, and feasibility studies are needed to effectively model these challenges and develop
effective solutions. First, individuals with autism and learning disabilities have significant
communication difficulties. Second, there is an increased prevalence of behaviours that challenge

(e.g. aggression, self-injurious behaviour) amongst this population,”®7* which may not be recognised
as associated with a mental health problem,”>7¢ especially in those with more severe learning
disabilities,”” but needs to be considered in the context of intervention for anxiety. Third, those with
autism present with restricted and repetitive behaviours,?®47°° an insistence on sameness,?829:51-54
sensory over-responsivity and avoidance of sensory input,?829:53¢061 and rumination,*4¢ amongst
other difficulties*> which need to be considered within intervention. Fourth, a large proportion of

this population are unlikely to have capacity to provide informed consent to take part in research.

As such, the provisions of the Mental Capacity Act, 2005, in England and Wales must be followed.
Fifth, the measurement of anxiety symptomatology within the context of a future clinical trial requires
consideration, including the appropriateness of patient-reported outcome measures in this population
and similar proxy-rated outcome measures.

Considering measurement, we previously completed a systematic review of measurement tools for
mental health problems with people who have severe or profound learning disabilities, including
those who have autism.”® The measures deemed to be the most robust overall in terms of available
data were both broad-based psychopathology tools: the Aberrant Behaviour Checklist (ABC-2)7? and
the Diagnostic Assessment for the Severely Handicapped Scale-1l (DASH-II).2° Specific data on the
measurement of anxiety in this population were limited. Thus, some work is required to determine the
most appropriate measures to use within a clinical trial of behaviour therapy for anxiety in people with
autism and moderate to severe learning disabilities.

Taking the aforementioned issues together, the current project aimed to adapt and model a manualised
intervention for the intervention of anxiety disorders amongst autistic people who have moderate to
severe learning disabilities within a feasibility study. We worked with carers, clinicians, and autistic
people to adapt an existing intervention programme,®'-83 complete a survey of intervention within
existing services to characterise treatment-as-usual (TAU), and complete a feasibility study to model the
intervention. This project comprised two phases: Phase 1: Intervention Adaptation and Description of
Treatment-as-Usual, and Phase 2: a Feasibility Study.

Rationale for the current study

A large number of autistic people with learning disabilities have problems with anxiety and have a high
level of need. However, a previous systematic review* and a recent systematic review incorporating
meta-analysis® found no robust evidence for any psychological intervention approaches for anxiety for
adults who have severe learning disabilities (including those who are autistic). To meet the needs of
autistic adults with moderate to severe learning disabilities, therapies for anxiety need to be adapted
to meet need and successfully modelled before future larger trials can take place to generate evidence
about the efficacy.

Aims and objectives

To adapt an existing intervention for use with autistic adults who have moderate to severe learning
disabilities and anxiety, investigate the feasibility of implementing the intervention, and characterise
TAU by completing a national survey of services.
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INTRODUCTION

Phase 1a: intervention adaptation
Our objectives were:

e to establish an intervention adaptation group (IAG) and, over a series of meetings, adapt an existing
intervention used within a previous clinical trial to treat anxiety symptoms in autistic adults®!-8 for
use with people who also have moderate to severe learning disabilities

e to develop an intervention fidelity checklist that can be used alongside the intervention manual

e to appraise and consider several candidate outcome measures of anxiety-related symptoms and
social care and make a recommendation for use within Phase 2

e to develop an intervention logic model.

Phase 1b: description of treatment-as-usual
Our objective was:

e to complete a national survey of existing interventions for autistic adults with anxiety disorders who
have moderate to severe learning disabilities.

Phase 2: feasibility study
Our objectives were:

e to model the manualised intervention to determine the acceptability and feasibility for all
stakeholders, including patients, carers and clinicians, and adjust as required

e to judge the appropriateness, including response rates, of our measures of anxiety-related
symptomatology for use within a larger study

e to examine the feasibility and acceptability of consent and associated processes

e to describe factors that facilitate or challenge the implementation of our intervention.
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Chapter 2 Phase 1a: intervention adaptation

Methods

Recruitment

We established an IAG of eight stakeholders. This included an autistic collaborator who chaired the meeting,
a representative from the National Autistic Society (NAS) [our patient and public involvement (PPI) partner],
a sibling of an autistic person with severe learning disability, and five clinicians with experience of working
with autistic adults with learning disabilities including those who had additional caring roles. Members of the
research team also attended and had a background in clinical psychology or speech and language therapy.

Design

We made use of methods drawn from action research® by focusing upon collaboration and reflection
with practitioners and patient and public involvement and engagement members in order to improve the
intervention, logic model and fidelity checklist, and make decisions about candidate outcome measures.
This happened over five meetings that lasted at least 2 hours over a 2-month period. Meetings were
scheduled every 2 weeks, with the exception of the last two meetings, which were 1 week apart. All
meetings were online and were recorded.

The aims of the IAG based upon our Phase 1a aims and objectives were to: (1) define the needs and
problems that are to be addressed for autistic people with moderate to severe learning disabilities,

(2) define the intervention objectives, with reference to the likely barriers, (3) adapt the existing manualised
intervention and associated materials, (4) collaboratively develop the fidelity checklist with the researchers,
(5) consider candidate primary and secondary outcome measures, including measures of social care, making
a recommendation for use within the feasibility study (Phase 2), (6) consider any additional methods to
identify users of the intervention and further development of implementation protocols as needed and

(7) give further consideration of any challenges or barriers to our evaluation plan, including likely solutions.

Before the first IAG meeting, we prepared an initial draft of the intervention manual, intervention
materials, logic model, therapist training outline and the fidelity checklist. Three of the five meetings
focused on the intervention manual and corresponding materials, one on the fidelity checklist, logic model
and therapist training, and one on outcome measures. Table 1 details the schedule of the IAG meetings.

Prior to each meeting, documents were circulated to participants. An agenda was set and discussion and
reflection were encouraged amongst participants until consensus was reached for each decision. Any
disagreements were discussed until the group reached consensus and a recommendation was made.
Feedback and reflections were sought from participants about changes and refinements to the manual,

TABLE 1 Intervention adaptation group meeting schedule

Meeting 1 e Introduction to the project
e Role of the IAG
e Review of the structure of the intervention (pages 21-22 of the manual) and implementation
e Review of Part 1 of the manual (pages 1-22)
Meeting 2 e Review of sessions 1-5 (pages 20-40) and relevant parts of the Carer and Person Handbooks
Meeting 3 e Review of proposed outcome measures for the feasibility study (Phase 2)
Meeting 4 e Review of session 7-12 (pages 41-56) and relevant parts of the Carer and Person Handbook
Meeting 5 e Review of fidelity checklist and logic model

Overview of therapist training
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PHASE 1A: INTERVENTION ADAPTATION

logic model, materials, and the fidelity checklist. These changes were then presented to the IAG at the
next meeting to ensure that they were enacted as previously recommended and to encourage further
reflection. All recommendations were recorded in an Excel spreadsheet, which was shared with the
IAG for approval. Feedback was also sought on the range of candidate outcome measures, and several
candidate measures were presented to the IAG, which included a review of the items, psychometric
properties, and likely ease of use. The IAG were invited to make the final recommendation as to which
outcome measures should be used within Phase 2.

Results
Objectives

Objective 1: the adaptation of an existing intervention for anxiety
To develop the initial draft of the intervention manual, we used an existing intervention for anxiety
symptoms in autistic adults.®*-8 Importantly, this intervention was developed explicitly for autistic
people who did not have learning disability, and was previously evaluated.

In developing our initial draft of the intervention manual, we focused upon the following modules
from our previously developed intervention manual: (1) relaxation training, (2) building fear hierarchies,
(3) exposure therapy and systematic desensitisation and (4) behavioural experiments. A description of
each of these modules and their associated content is found within Table 2.

The intervention was initially adapted by the research team to be accessible to people with moderate
to severe learning disabilities and presented to the IAG over a series of meetings for further adaptation.

TABLE 2 Behavioural interventions within our existing intervention manual to be adapted for use with those with
moderate to severe learning disabilities

Module Content

Relaxation Participants are taught about the relationship between relaxation and anxiety. A variety of relaxation
techniques are taught and practised, ranging from Jacobson® muscle relaxation to breathing exer-
cises. Participants are encouraged to try different methods and choose one they consider the most
beneficial. Participants are encouraged to practise relaxation out of session and assigned associated
homework and record forms. Participants are asked to record the frequency and length of time they
took to practise each relaxation episode, along with the associated type, and their emotional state.

Building fear Collaboratively, participants work with the therapist to break down anxiety-provoking situations

hierarchies into a number of different components, ranking them from least to most fearful. Multiple fears and
associated fear hierarchies can be chosen. The role of safety-seeking behaviours and avoidance is
explained and discussed.

Exposure These concepts are explained and the importance of using relaxation techniques while undertaking
therapy and exposure therapy is discussed. Participants work through their hierarchy of fears, considering each
systematic step and how to apply relaxation strategies during exposure work. Initially, exposure techniques
desensitisa- using imagery-based methods are used where participants begin with the least fearful step within
tion their fear hierarchy and make use of relaxation techniques. This is repeated, leading to a reduction in

anxiety. Participants are asked to practise these skills outside of the session.

Introduction Participants review their out-of-session skills practice using their fear hierarchies, and the

to paradoxical role of safety-seeking and avoidance behaviours is further discussed and considered.

behavioural In vivo exposure work is introduced, discussed and planned collaboratively with the participants

experiments and therapist. Participants are asked to continue to practise imagined exposure and relaxation
techniques.

Behaviour Over a series of sessions, the planned in vivo exposure work is carried out based upon the previ-

experiments ously created fear hierarchy, working from the least to the most feared situation. Participants are

asked to continue to practise these techniques outside of the formal session throughout the week
using their fear hierarchies and relaxation techniques.
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Our manualised intervention involved 12 sessions that focused upon: (1) building rapport and

providing psychoeducation about anxiety, autism and learning disabilities to both carers and autistic
people, (2) relaxation training and (3) the development of individualised exposure therapy leading to
recommendations for maintenance and generalisation. We made use of a blend of sessions that involved
both the carer and the autistic person with a learning disability, as well as carer-only sessions. Carer and
participant handbooks were also developed for use during the intervention.

Following feedback from the IAG, a series of changes were made to the intervention manual and
materials. See Chapter 3 for detailed description of the intervention and accompanying materials,
including the logic model. Table 3 summarises changes proposed to the intervention manual and
intervention materials by the IAG and how they were addressed.

A further description of our intervention can be found within Chapter 3. Our draft logic model and
therapist training plan were also presented to the IAG. Table 4 summarises proposed changes and
actions. Our logic model and therapist training are detailed further within Chapter 3, Figure 2.

Objective 2: intervention fidelity checklist
Our fidelity checklist was adapted from that used by Jahoda et al.?¢ Eight sections were included
as follows:

e general session preparations

e coverage of session plan

e understanding and accessibility
e interpersonal effectiveness
engaging participants

session content

inter-session tasks

further comments.

TABLE 3 Summary of specific changes to the intervention manual and intervention materials following feedback from
the IAG

Feedback/suggestions Action

General feedback

To include explanation of safeguarding and the capacity
to consent more overtly in the materials.

To replace ‘have’ with ‘may face’ when talking about
challenges.

Check spelling throughout the intervention manual.

To consider producing easy-read versions of a future
research paper.

Introduction and intervention structure

To add a section providing additional introduction and
further information within the theoretical section.

To ensure the language on theoretical background and
introduction is understandable to all staff.

To explain ‘operationalisation’.

Completed

Completed

Completed

To be actioned in the future following the completion
of the project.

Completed

Completed

Completed

continued
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PHASE 1A: INTERVENTION ADAPTATION

TABLE 3 Summary of specific changes to the intervention manual and intervention materials following feedback from the
IAG (continued)

Feedback/suggestions Action

To add real-life examples or case studies. We added more case examples throughout, which
could be further strengthened following the comple-
tion of Phase 2.

To break down the sentence: ‘The behavioural therapist Completed
is interested in behavioural contingencies ( ... )" and to
delete the phrase ‘young person’.

To add a paragraph about identifying a key carer or carers Completed
to participate in the intervention. This might be raised
with a manager.

Key concepts and strategies

To expand the text box under ‘Antecedent’ in the figure Completed
explaining Antecedent-Behaviour-Consequence (ABC).

To rephrase section on effectiveness of reinforcement. Completed

To replace the word ‘satiation’ with another word or Completed
provide definition.

To further explain differential reinforcement - DRO, DRI Completed
and DrA.

To replace the term ‘attention’ with another term. Completed
To consider how the idea of a ‘break allowance’ would be Completed

introduced to clinicians/carers delivering the intervention
and how much training on implementing it there will be.

To move the behavioural toolkit section to the appendix Completed
or to add more explanation in the ‘How to use the
manual’ section.

Delete active support from the manual. Completed
Considerations on care and good practice guidelines

To add more explanation and examples to the section on Completed
‘What to consider when planning care’.

To specify ‘person’s preferences and needs’ in the good Completed
practice guidelines.

To add a further explanation about ensuring communica- Completed
tion is adapted to the needs of the individual.

Use directive text within the good practice guidelines for Changes were made to emphasise the importance of
therapists. following good practice guidance.

To consider obtaining feedback on rapport-building after This was noted and we included questions about
the study, including exploring whether the initial sessions this within our post-intervention interviews with the
were sufficient. therapist, carer, and participant when possible.

To emphasise the importance of responding to the Completed

person’s capacity to understand information and their
communication ability.

To include phrases: ‘being conscious of infantilising’, Completed
‘respectful’, ‘person-centred’.

To remove the term ‘age-appropriate’. Completed

To emphasise the importance of treating the person as an Completed
adult and talking to and looking at them.
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TABLE 3 Summary of specific changes to the intervention manual and intervention materials following feedback from the
IAG (continued)

Feedback/suggestions Action

To emphasise the importance of using the same words Completed
and tone of voice when prompting.

To add that it is important that the staff working with the Completed
person know how to use the person’s communication
aids effectively.

To add that it is important to establish how the person Completed
communicates ‘stop’, ‘no’, ‘enough’ and requests a break.

Sessions 1-12

To define vocabulary in tables or thought bubbles across Completed
all sections.
To re-structure the manual: (1) General introduction to Completed

the problem, (2) The guiding framework/Logic Model, (3)
The intervention itself that operationalises the aspects of
the Logic Model, (4) All supporting concepts and session

materials.

To add a section on potential harms resulting from the This information was included in the participant

intervention. information and included in our training provided to
therapists.

To add a section on how likely it is that a behavioural This was included within our theoretical background

approach is going to work for an autistic person. section.

To replace ‘Velcro' with ‘loop sided fasteners (e.g. Velcro)' Completed

To simplify language. Completed

To change 1.5 hours to 90 minutes. Completed

To replace ‘communication aids’ with ‘augmented Completed

communication’.

To ask the carer to take photos of the person taking part Completed

in the activities they enjoy which could be included in the

preference assessment.

To include instructions on the Preference Assessment Completed

form.

To replace ‘faulty thinking’ with ‘distorted thoughts'/‘un- Completed

workable beliefs’/‘unhelpful thinking’.

To define ‘regular intervals’. Completed

Add description of the ABC chart to the intervention Completed

manual.

Emphasise consent when working on exposure and using Completed

touch with relaxation.

To replace ‘fear hierarchy’ with ‘fear ladder’. Completed

To replace ‘systematic desensitisation’ with ‘gradual Completed

exposure’.

To include recommended frequency for practising Completed

exposure outside of the session. Daily if possible.

To add a reminder for the person that they cannot be Completed

anxious and relaxed at the same time.

continued
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PHASE 1A: INTERVENTION ADAPTATION

TABLE 3 Summary of specific changes to the intervention manual and intervention materials following feedback from the

IAG (continued)

Feedback/suggestions

Action

Person and carer handbooks
To change wording in the section on carer’s role.

To consider adding taste and temperature to the list of
sensory sensitivities.

To make sure person-first language is used consistently
throughout the manual and materials when talking about
autistic people.

To add information about alexithymia to the Carer’s
Handbook.

To add ‘butterflies in the stomach’ when explaining how
anxiety can feel in the Person’s Handbook.

To remove acronyms from Person’s Handbook.

The words ‘anxiety’ and ‘worry’ are being used inter-
changeably but are arguably separate. Ensure consistency
in the handbooks.

To emphasise consent when working on exposure and
using touch with relaxation in the Carer’s Handbook.

To add examples that are not phobia-related to the
section on Fear Ladders.

To consider asking the carer to take pictures of the
person completing steps of the fear ladder to be included
as visual representation.

It would be worth looking at the literature on video
(self) modelling and replicate some of these ideas in this
context. | would hope that the person and carers could
video anyway as long as the video is not passed on to
anyone else.

To replace ‘systematic desensitisation’ with ‘gradual
exposure’.

To replace the ‘fear evoking’ phrase for one more
appropriate for carers and people with LD.

Materials
To add more space for notes in the Interview for carers.

To change some of the wording in the section in the
Interview for carers.

To add a question about sensory triggers to the Interview
for carers.

To consider adding a session countdown so the person
can tick off each session as it is completed.

Completed

Completed

Completed

Completed

Completed

Completed

Completed

Completed

Completed

We added that suggestion to the intervention manual
and created a Fear Ladder template for visuals.

We have added this suggestion to the intervention
manual; however, questions were raised about
whether this would be very time-consuming and it was
not included as a core element of the intervention.

Completed

Completed

Completed

Completed

Completed

Completed
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TABLE 4 Summary of proposed changes to the logic model and therapist training

Feedback/suggestions Action

Logic model

To change some of the wording to improve
understanding.

To add a point about harm and adverse reactions.

To add a point about ‘Praxis difficulties’.

To add more information about restrictive and
repetitive behaviours.

Therapist training

To change the structure to avoid starting with the
most difficult concepts, for example, (1) Introduction,
(2) Rationale for intervention, (3) Structure of the
intervention, and (4) Toolkit of behavioural strategies.

To consider using visuals in PowerPoint presentations,
worksheets and activities using different sensory
resources.

To consider developing a jam board or a poster with
definitions that trainees can refer to if needed.

To include 5-minute mindfulness/relaxation practice
during the training.

Completed

We decided that this was more suited for inclusion
within the main body of the intervention manual where
it was covered in detail.

Completed

We decided that this should be included within the
intervention manual where it was covered in detail.

Completed

Completed

We developed and included handouts.

Completed

There were separate checklists for each of the 12 intervention sessions. Therapists were asked to
reflect on the sessions and indicate if they have fulfilled the aims by circling yes or no on the checklist.
See Appendix 3 for a sample fidelity checklist and Chapter 3 for a detailed description. Our draft fidelity
checklist for each of our 12 sessions was prepared and presented to our IAG for discussion. The group
accepted the checklist without suggesting any further changes and recommended that it should be used

within Phase 2.

Objective 3: appraise and consider several candidate outcome measures
of anxiety-related symptoms, and secondary outcomes, and make a

recommendation for use within Phase 2

A broad range of potential measures were considered, including parent/carer questionnaires,
behavioural measures, and physiological measures. These were initially selected by the research team

and included:

Eligibility

e diagnostic checklist for anxiety based on Diagnostic Manual - Intellectual Disability-28”

e Vineland Adaptive Behaviour Scales - Third Edition®®
e Social Responsiveness Scale 2.%°
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PHASE 1A: INTERVENTION ADAPTATION

Outcome measures

e adraft version of the Clinical Anxiety Screen for people with Severe to Profound Intellectual
Disability (CIASP-ID)?°

e Autism Spectrum Disorders - Assessment Battery for Intellectually Disabled Adults®*

e Aberrant Behaviour Checklist - Community??

e DASH-II?

e Developmental Behaviour Checklist-2 Adult (DBC2-A)%

e the Behaviour Problems Inventory for Individuals with Intellectual Disabilities - Short Form?>

e the Index of Community Involvement?®

e Psychopathology in Autism Checklist (PAC)?”

e Anxiety, Depression and Mood Scale (ADAMS)?8

e Psychological Therapies Outcome Scale - Intellectual Disabilities 2nd Edition (PTOS-II).?

The IAG was presented with detailed information about each instrument including format, intended
age range, time needed to complete, and psychometric properties. Following a discussion, the IAG
made recommendations about outcome measures that should be used in Phase 2 of the project. Table 5
summarises the IAG feedback on presented measures.

Summary

Within Phase 1a, we aimed to adapt an existing intervention for use with autistic adults with moderate
to severe learning disabilities who have anxiety, develop a fidelity checklist, select candidate outcome
measures for use with Phase 2, and develop an intervention logic model. Collaboratively, with our IAG
using methods adapted from action research incorporating methods to develop consensus, a variety

of changes were made to our intervention manual, a series of candidate outcome measures were
selected, and our logic model was refined. No changes were recommended to the fidelity checklist. Our
intervention and associated logic model are further considered within the next chapter.

TABLE 5 Summary of IAG feedback on the outcome measures and their recommendations

Measure Feedback/suggestions Action

Eligibility

Diagnostic checklist for anxiety IAG recommended using this measure Measure added to
based on Diagnostic Manual - the eligibility case
Intellectual Disability-2 (National report form (CRF)

Association for the Dually
Diagnosed, 2016)

Vineland Adaptive Behaviour Scales IAG recommended using this measure Measure added to
- Third Edition (Sparrow et al., 2016) the eligibility CRF
Social Responsiveness Scale 2 IAG recommended using this measure Measure added to
(Constantino et al., 2003) the eligibility CRF
Outcome measures
CIASP-ID Measure did not consider unexpected changes in Not used

person’s life

The group was not sure about validity of this measure

The group suggested this measure is more helpful
for clinical practice rather than research

The measure was too long to be used repeatedly

The group did not recommend using this measure
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TABLE 5 Summary of IAG feedback on the outcome measures and their recommendations (continued)

Measure Feedback/suggestions Action
DBC2-A The group had questions about how change would Measure included
be captured considering limited scale in the baseline and
follow-up CRF

The group was unsure if the measure captured
communication well

There was limited evidence around using this
measure with adults

Language was deficit-focused which might not be
perceived well by some carers

The group agreed to include this measure as it is
a measure of emotional and behavioural problems
suitable for use with this population, noting the

limitations
Autism Spectrum Disorders - Language was deficit-focused which might not be Not used
Behaviour Problems for Adults perceived well by some carers

The group suggested the measure would take too
long to complete

Communication domain was useful and the rating
scale was seen as good

Some wording not helpful, especially for parents
The group did not recommend using this measure

Aberrant Behaviour Checklist The group felt that some of the language used in Not used
(ABC-2) this measure was problematic, especially around
stimming and special interests

Some people might have relevant conditions but
not officially diagnosed which led to questions
about the use of this measure

The group did not recommend using this measure

The Behaviour Problems Inventory The measure was user-friendly Measure included

for Individuals with Intellectual in the baseline and

Disabilities - Short Form Used by clinicians in the group and generally follow-up CRF
accepted

The group recommended using this measure

PAC The rating scale was seen as helpful because Measure included
you rate whether the person has improved, not in the baseline and
changed or worsened follow-up CRF

The group liked that this measure was short

Some items might be difficult to score for people
with severe communication problems

The group recommended using this measure

DASH-II The group felt that this measure was very Not used
deficit-focused

The group felt that this measure can be difficult to
complete and was not user friendly

It might be difficult for carers to remember details
about behaviours across so many items

The group did not recommend using this measure

continued
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PHASE 1A: INTERVENTION ADAPTATION

TABLE 5 Summary of IAG feedback on the outcome measures and their recommendations (continued)

Measure Feedback/suggestions

ADAMS It can be used for people regardless of disability
and communication needs

Measure would focus on shorter time frame than
6 months

Questions were raised about carer’s objectivity
rating a behaviour as problematic

Families might have higher threshold so the
severity rating might not be accurate

Group felt that the items are accessible

Item about fatigue and weight was considered
problematic

The group did not recommend using this measure

PTOS-II This was the only measure that can be also
completed by the person with learning disabilities

The informant version relies a lot on knowing how
the person feels

Items were considered to be not specific
The group did not recommend using this measure

The Index of Community Involvement IAG recommends using this measure as seen as
(Raynes, 1994) short and easy to complete

Action

Not used

Not used

Measure included
in the baseline and
follow-up CRF
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Chapter 3 Intervention description

Within this chapter, a description of the theoretical framework informing the intervention is
provided along with a thorough description of the intervention and associated logic model.
Material found within this chapter is reproduced from the protocol for this study which we authored
(see: www.fundingawards.nihr.ac.uk/award/NIHR129804).

Theoretical framework

Contemporary learning theories provide a robust explanation of both the aetiology and intervention

of anxiety disorders, through the process of direct and vicarious learning experiences. Integral to

these theories is not only the process by which anxiety is learnt (i.e. classical, operant and vicarious
conditioning), but also the important role of vulnerabilities to anxiety, such as previous vicarious
conditioning, individual genetic differences, previous and future life experience, cultural and familial
transmission of fears, controllability, behavioural inhibition, interoceptive conditioning (i.e. internal states
becoming a ‘trigger’ for anxiety), and exteroceptive conditioning (i.e. external stimuli becoming a ‘trigger’
for anxiety).19°-1%4 These factors impact upon the experience of stressful events, which are further
moderated by the predictability and perceived controllability of events, and previous direct and vicarious
learning experiences. Both interoceptive (e.g. sensory input) and exteroceptive (e.g. external stimuli)
conditioned stimuli can moderate stress, leading to an increase or decrease in anxiety and the quality

of associated anxiety, including the intensity of any conditioned association. Events that occur post-
conditioning moderate anxiety further, and these can include unconditioned stimulus inflation (factors
that promote anxiety), and derived relationship responding and stimulus generalisation (where related
stimuli become conditioned due to their relationship with other conditioned stimuli). Further, multiple
excitatory stimuli occurring within close proximity can lead to summation effects, further increasing
anxiety. Other post-conditioning events serve to moderate anxiety through their inhibitory effects, such
as safety-seeking behaviours and avoidance, which paradoxically maintain anxiety.

These learning processes will lead to the development of an anxiety disorder in some individuals, as
depicted in Figure 1, which was adapted from Mineka and Zinbarg! to incorporate additional factors
relevant to autistic people and those with learning disabilities (e.g. sensory over-responsivity; lack of
flexibility; restricted interests; cognitive ability, communication difficulties). Clinical interventions must

Post
conditioning
[ Moderation of anxiety J |

FIGURE 1 Theory of change: as depicted, contemporary learning theory postulates that anxiety disorders develop as a
consequence of direct and vicarious learning experiences which are affected by a variety of factors including pre-existing
vulnerabilities, the predictability and controllability of stressful events, and temporal proximity to stressful events.
Additional factors, such as sensory sensitivity, learning disability, restricted and repetitive behaviours, and lack of flexibility
are markedly relevant for those with autism and moderate to severe learning disability. Further, the experience of anxiety is
moderated by events that occur post-learning; for example, the nature and degree of avoidance behaviours, generalisation
of anxiety, and additional stimuli which inflate or decrease anxiety, and directly inform interventions, such as exposure
therapy.

(@) © o
ro@ ©
(@} @}
o
Vulnerabilities Stressful events
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INTERVENTION DESCRIPTION

reflect theory, and, primarily, these interventions are based upon psychological formulations using these
models to inform individualised exposure techniques to successfully treat the symptoms of anxiety,
making use of strategies, such as systematic desensitisation and fear hierarchies, leading to habituation
or, in other words, a reduction in experienced anxiety over time.

There is some evidence drawn from single-case experimental designs that interventions based upon
learning theory using exposure-based interventions and associated strategies may be effective for those
with autism and learning disabilities.'® Exposure-based interventions have been shown to be effective
for a range of anxiety disorders amongst those without autism and/or learning disabilities including
specific phobias, obsessive-compulsive disorder, panic disorder, agoraphobia, and post-traumatic stress
disorder.>1% The exclusion of cognitive strategies, which are delivered using verbal communication
within ‘talking’ therapy, and a reliance upon exposure-based techniques have been shown to be
associated with no reduction in therapy effect size.>%® Considering this, psychological interventions
which are not entirely delivered using verbal communication are likely to be advantageous when used
with autistic adults with moderate to severe learning disabilities because it is not possible for many
individuals to engage effectively within ‘talking’ psychological therapy due to their difficulties with verbal
communication and processing. As a consequence, the delivery of appropriately adapted behavioural
interventions for anxiety amongst autistic adults with moderate to severe learning disabilities may

be advantageous.

Description and structure of the intervention

The BEAMS-ID intervention was specifically created to meet the needs of autistic adults with moderate
to severe learning disabilities. It was further developed collaboratively with the IAG, composed of
autistic people, therapists, carers and researchers experienced in working with autistic adults with
moderate to severe learning disabilities (see Chapter 2 for more details). Parts of the intervention

were originally developed and tested with autistic adults without learning disabilities,®? and then
systematically adapted for use with autistic adults with learning disabilities collaboratively with our IAG
drawing upon their theoretical and clinical knowledge and personal experiences of providing care to
this group.

There are a number of potential challenges that were considered when delivering psychological
interventions for anxiety to this group. These include different ways of communicating, behaviours

that challenge, problems with recognising mental health issues, restricted or repetitive behaviours, and
sensory differences, such as over-responsivity or avoidance of some types of sensory input, amongst
others. Keeping these challenges in mind, we collaboratively adapted the intervention to meet the needs
of autistic people with moderate to severe learning disabilities. These adaptations included:

e involving carers or family members in the delivery of intervention

e focusing on using methods that are less reliant upon verbal communication, including graded
exposure, which involves gradually exposing someone to the feared object or situation in a
progressive and safe way that is not overwhelming and is coupled with relaxation and reinforcement

e using a person-centred approach - it is clearly recognised that many with moderate to severe
learning disabilities communicate their needs well, while others require support, and this needs to be
well understood by the therapist and incorporated into the intervention; this involves working with
carers and others to help the therapist understand the needs of the person as an individual and tailor
the delivery to their needs

e performing a preference and functional assessment, and a thorough exploration of the nature of
anxiety, avoidance, accommodation, and sensory issues to develop a psychological formulation; and

e using adapted ways of communicating, such as visual schedules and easier to read materials.

The intervention consisted of 12 sessions that were up to 90 minutes long usually delivered on weekly
basis. Three sessions were attended only by the carer to enable the therapist to develop a good
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understanding of the needs of the participants and to socialise the carer into the intervention. The
remaining nine sessions were attended by the autistic person with learning disability and their carer.
The intervention focused upon providing relaxation training, leading to the implementation of carefully
planned graded exposure associated with delivery of reinforcement. Refer to Table 6 which details the
structure of the BEAMS-ID intervention.

TABLE 6 Structure of the BEAMS-ID intervention

Session Main focus Key activities/focus points
1 Psychoeducation on e Provide an overview of the structure of the intervention and explain
behaviour change the role of the carer.
CARER-ONLY SESSION e Build rapport with the carer.
e Develop understanding of person’s anxiety and potential maintain-
ing factors.
e Provide psychoeducation on principles of behaviour and behaviour
change.
e Provide further psychoeducation on anxiety disorders and maintain-
ing factors.

e Introduce Antecedent-Behaviour-Consequence (ABC) chart.

2 Building rapport e Provide an overview of the structure of the intervention and explain
the role of the carer.
e Build rapport with the person (autistic adult with moderate to
severe learning disabilities participating in the BEAMS-ID interven-
tion).

e Conduct a Preference Assessment.
e Explore expectations of the person and their carer.
3 Psychoeducation on e Provide psychoeducation on autism and learning disability.
anxiety, autism and e Provide psychoeducation on anxiety.
learning disability e Develop further understanding of person’s traits and anxiety.
e Key vocabulary training for the person.
4 Relaxation training e Introduce relaxation techniques.
e Practise relaxation techniques.
5 Design of individualised e Analyse ABC charts.
Intervention Plan e Describe the person’s key behaviours, areas of strength and chal-
CARER-ONLY SESSION lenges, and sources of motivation.
e Design individualised Intervention Plan including green, amber and
red strategies.
6 Building Fear Ladders e Provide psychoeducation on Fear Ladders and their role in Graded
CARER-ONLY SESSION Exposure.
e Explore anxiety-provoking situations.
e Come up with a Fear Ladder.
e Explore potential barriers to Graded Exposure.
e Discuss generalisation.
7 Graded exposure e Explain rationale of Graded Exposure (Systematic Desensitisation).
e Explain how relaxation strategies can be used when exposed to
anxiety-provoking situations.
8 Graded exposure e Continue with Graded Exposure.
9 Graded exposure e Continue with Graded Exposure.
10 Graded exposure e Continue with Graded Exposure.
11 Wrap up e Continue with Graded Exposure.
e Prepare for end of intervention.
12 Wrap up e Summarise the intervention.

Encourage reflection on the initial intervention goals.
Review individualised Intervention Plan and set maintenance and
generalisation goals.
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Each session plan was composed of three core elements - objectives, materials and session activities/
content. Each session started with an introduction during which the therapist planned the session
with the person and their carer using a visual schedule. Session activities usually included a mixture of
psychoeducation and practical tasks. Some sessions also included instructions for inter-session tasks
that the carer was asked to support outside of the sessions. Sessions ended with a wrap-up, during
which the therapist summarised the covered content and reminded the person and their carer of their
next session.

To help carers and individuals understand and engage with intervention, they were provided with

a variety of resources that were used by the therapist collaboratively with the individual and the
carer. This included a Carer’s Handbook which focused upon psychoeducation about anxiety,
relaxation, graded exposure, and the principles of behaviour change, including their role within the
intervention. A Person’s Handbook with a focus upon explaining autism, learning disability, anxiety,
and the intervention, including relaxation was also included and shared. See the Materials section for
more details.

Logic model
Collaboratively with our IAG, we developed an intervention logic model, based upon our theoretical
framework (Figure 2).

Key components

Considering the specialised nature of our intervention, key intervention components included staff
training and ongoing supervision. Additional key components included the development of high-quality
relationships with the autistic person with a learning disability and their carer, along with the provision
of psychoeducation, a good understanding of the autistic person with a learning disability and their
needs including any sensory sensitivities, and the development and provision of an individualised
intervention plan using relaxation training and exposure therapy paired with reinforcement.

( Key intervention components ) ( Mechanisms ] ( Outcomes )
( \
o Staff training e Development of a positive therapeutic Short term:
o Clinical supervision relationship with both the autistic person with e Reduction in individual’s level of anxiety
o Carer engagement learning disability and their carer ° :nmcgfg\ieerizmagfeggrsgﬁsf 3235&:2&1@;2?
T . L]
. Rgpp})rt bU|Id|{1g . !Development of an accurate formulation that behavioural change and knowledge of
o Fidelity checklist informs treatment intervention
o Preference assessment o Adapting to the person’s preferences, level of o Increased engagement in daily activities and the
o Psychoeducation on anxiety and understanding, strengths and needs wider community leading to improved quality of
autism e In vivo exposure life
o Psychoeducation on behavioural e Stimulus fading and habituation .
change e Positive reinforcement to support behaviour Medium Ferm: T :
| . ¢ , PP e Reduction inindividual’s level of anxiety
* Exploration of person’s ) change . o Increased engagement in daily activities and the
environment (e.g. physical, social, * Reduction in escape and avoidance wider community leading to improved quality of
sensory) behaviours life o
e Individualised Treatment Plan e Carer training on graded exposure techniques e Increased tolerance of feared stimuli
o Relaxation training e Carer involvement in practising learned skills Long term:
° §xposu.r¢'3 thferapy and systematic outside of sessions « Reduction in individual’s level of anxiety
esensitisation L J | ¢ Increased engagement in daily activities and the
wider community leading to improved quality of
~ o life
L J
Assumptions and external factors }
' " e N
Autistic adults with learning disabilities Anxiety may be Family or paid carer active involvement Communication difficulties, challenging behaviour,
. . N seen as part of . . . e S
are at increased risk of developing 3 is key to treatment delivery. This sensory sensitivities, praxis difficulties, restrictive and
. . N h autismor . o AN .
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FIGURE 2 Logic model - behavioural interventions to treat anxiety in adults with autism and moderate to severe learning
disabilities.
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Carers

One of the key components to our intervention is carer engagement. Carers have a markedly important
role in the delivery of the intervention because: (1) they know the person well and understand how the
person communicates, (2) they have a role in helping to build the psychological formulation and collect
data to inform this formulation, (3) they assist with helping to arrange and attend sessions, (4) they need
to learn and practice new skills together with the person outside of the session to help promote learning
and generalisation and (5) they communicate with other carers who are involved in delivering care to
ensure they understand the intervention and are able to assist with inter-session tasks as needed.

Exposure therapy
The intervention involved gradually exposing the person to the feared stimuli and pairing this with
relaxation techniques. It involved three main steps:

e teaching deep breathing and relaxation strategies

e building a fear ladder (graded hierarchy of fears) which is a list of objects and/or situations related to
the feared stimuli ranging from least distressing to most distressing and

e gradually exposing the person to the steps included in the fear ladder while practising
relaxation strategies.

This approach helped the person to build tolerance of the feared object or situation at a comfortable
pace. The experience of feeling anxious is an important component of exposure therapy as the individual
learns how to manage this feeling coupled with habituation. The aim was to reduce person'’s fearful/
anxious response and learn that feared objects or situations are not dangerous.

The Fear Ladder was developed in collaboration with the individual with learning disability and their
carer to help promote engagement and avoid overwhelming the individual and their carer using the form
described in the Materials section. The Fear Ladder was reviewed regularly and broken down further

if needed.

Relaxation

Relaxation strategies reduce tension in the body and anxiety. When the individual experiences feelings
of anxiety or fear, their muscles tighten, and it can be difficult for them to feel calm. By introducing
relaxation, tension in the body reduces and promotes calmer feelings. Relaxation strategies were used
when the person was feeling anxious or overwhelmed, as well as during exposure. Some examples of
relaxation strategies included deep breathing and muscle relaxation.

During the sessions, the therapist spent time discussing existing relaxation strategies, which may be
idiosyncratic, such as sensory activities or self-stimulatory behaviours, and whether the identification

of new strategies could be helpful. If deemed appropriate, they were taught breathing exercises that
involved taking a deep breath through the nose and exhaling through the mouth. Visual cards were used
to support with this task. The therapist could also introduce muscle relaxation, which included clenching
and relaxing muscle in different body parts - shoulders, back, hands, face, stomach and feet.

Some of the possible adaptations the therapist was able to consider to meet the needs of the
person included:

e reduced verbal language in instructions

e reduced number of body areas targeted for muscle relaxation

e teaching body parts before moving on to the muscle relaxation

e using modelling to demonstrate the exercises

e using the example and non-example procedure - modelling a relaxed and not relaxed pose and asking
the person to only copy the relaxed pose

e incorporating favourite objects or stories into the exercises. For example, bubbles or feathers

e using physical prompting to teach the person the exercises
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INTERVENTION DESCRIPTION

e introducing of a visual cue or signal, for example picture card(s) to signal relaxation and
e incorporating relaxation aids like a stress ball, therapeutic putty, dimmed lights, or relaxing music.

If the person was struggling to engage in deep breathing and muscle relaxation, different strategies were
considered, such as the carer performing a hand massage, having a break in a quiet space, using fidgets
and sensory equipment and so on.

Reinforcement

Reinforcement is a consequence which follows a behaviour and increases the likelihood the behaviour
will occur again in the future. Reinforcement was used to teach new skills, such as requesting a break
and relaxation, and after completing the exposure tasks during the intervention. To identify appropriate
reinforcers, the therapist completed a preference assessment. A preference assessment is a systematic
process that allows the therapist to identify six things the person likes the most. To complete the
preference assessment, the therapist uses the Preference Assessment form, which is described in more
detail in the Materials section. Identified reinforcers were reviewed frequently. If needed, the preference
assessment was redone during the course of the intervention.

Generalisation and maintenance

Another component of the intervention was generalisation and maintenance. Generalisation is an ability
to perform a behaviour learnt in one context in a different context. While neurotypical individuals often
generalise behaviours themselves by observing others and through indirect learning, autistic people
with learning disabilities may need help with generalisation. Therefore, working on the generalisation

of acquired behaviours/skills in a systematic and structured way is an essential part of a successful
behaviour change. This includes teaching and practising new behaviours:

in different environments
with different people

with varying instructions and
using different materials.

To ensure that behaviour change is maintained, a variety of strategies were incorporated, such as:

focusing on behaviours that are meaningful to the person
teaching until mastery (i.e. fluent in a skill)

providing opportunities to practise new behaviours and
adjusting the level of reinforcement.

Strategies to encourage generalisation and maintenance of new behaviours were incorporated into the
intervention and discussed during the last session.

Communication

It was anticipated that all participants would have communication differences. Therefore, the
intervention included a number of augmented communication strategies, such as visual aids and a visual
schedule. These supports were reviewed and expanded on by a speech and language therapist, drawing
on aided (e.g. using graphics and objects) and unaided (e.g. using manual sign and gesture) options from
established augmentative and alternative communication methods (e.g. Signalong: www.signalong.org.
uk; photosymbols: www.photosymbols.com; Talking Mats: www.talkingmats.com).

Intervention procedures
Order of intervention activities

The first session was a carer-only session focused upon explaining the intervention and included
psychoeducation about anxiety while introducing aspects of functional analysis and behaviour change.
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The second session focused upon completing a preference assessment with the individual and their
carer. This is a method that is used to help choose reinforcers that can be used during intervention to
help support behaviour change. Session three focused upon psychoeducation about anxiety, routines,
and sensory issues, along with teaching new concepts that are to be used later in the intervention. The
fourth session focused upon teaching relaxation, while our fifth session was a carer-only session where
the therapist worked collaboratively with the carer to help design an Individualised Intervention Plan
for the next phase of therapy. This included developing strategies to help manage anxiety, including
the use of reinforcement and relaxation. Sessions six and onwards were focused upon developing

an individualised Fear Ladder and implementing graded exposure. This continued and within the
penultimate session, ending was introduced, with a focus upon next steps. During the final session,
strategies and goals for continuing beyond the end of therapy are developed collaboratively with the
carer and the individual to encourage maintenance and further generalisation.

Fidelity and adherence

Fidelity to the intervention manual was measured with fidelity ratings (number of completed session
components) after each session. This self-report measure was adapted from Jahoda et al.3* Person and
carer adherence was defined as attendance at intervention sessions. To meet the adherence criterion,
the person and carer need to attend at least 80% sessions.

Materials
There were three sets of intervention materials developed:

e materials for the therapist: intervention manual, Antecedent-Behaviour-Consequence (ABC) chart,
fear ladder, fidelity checklists, preference assessment document, intervention plan document

e materials for the carer: Carer handbook, ABC chart, assessment for carers, intervention plan,
intervention summary

e materials for the autistic person with learning disability: Person’s handbook, certificate of completion,
rating scale, visual intervention schedule, intervention summary, visual schedule and associated materials.

Intervention manual

The Intervention manual was further developed with the help of the IAG. It included both the background
and a step-by-step guide to the intervention of anxiety amongst autistic adults with moderate to severe
learning disabilities. The manual provided the therapist with detailed plans for the intervention sessions,
as well as general guidelines on working with autistic people with learning disabilities and their carers,
which are summarised earlier within this report.

Person’s handbook
The Person’s handbook contained three sections and covered:

e autism and learning disabilities
e anxiety
e relaxation.

Carer handbook
The Carer handbook contained seven sections and covered:

e role of the carer

e principles of behaviour and behaviour change
autism and learning disabilities

anxiety

relaxation

introduction to fear ladders

e introduction to graded exposure.
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Antecedent-Behaviour-Consequence chart

For the first five sessions, carers were asked to complete ABC charts in between the sessions every
time the person with learning disabilities became anxious. The chart guided them through recording
what happened immediately before the person became anxious, what they did when anxious, and what
happened immediately after. The carer was asked to share completed charts with the therapist for the
first five sessions to inform the intervention plan.

Assessment for carers

Prior to the start of the intervention, carers were sent the Assessment for carers along with the
instructions for completion and asked to bring it to the first session. This assessment asked questions
about the person they were caring for, including what they were like in different environments and their
anxiety. Carers were asked to involve the autistic person with learning disability as much as possible in
completing this document.

Certificate of completion
After the last session, the therapist was able to issue a Certificate of completion to the autistic person
with learning disability to recognise their efforts and mark the end of intervention.

Fear ladder

A Fear ladder is a list of situations, places, or things connected to the person’s anxiety arranged from
least feared or distressing to most feared or distressing. Autistic people with moderate to severe
learning disabilities and their carers were given a choice of a Fear ladder template that they found most
suitable. Some of the options included a ladder, stairs, and a horizontal or vertical schedule.

Fidelity checklist

Therapists used a self-report Fidelity checklist at the end of each session to record the extent to which
the content was delivered according to the manual. Therapists were asked to reflect on the aims of each
session and indicate if they were completed by circling ‘Yes' or ‘No’ on the checklist. Supervisors were
encouraged to review the Fidelity checklist with their supervisees.

Preference assessment

The Preference assessment form guided therapists though identifying a person’s preferred objects and/
or actions. Together with the person and their carer, the therapist started by identifying six potential
reinforcers. Then they paired them together to see which ones were preferred by the person. Later they
created a reinforcer ranking, identifying preferred reinforcers, which were used during exposure work.

Rating scale

The Rating scale was used by carers to monitor a person’s mood and level of discomfort during exposure
work. It helped carers identify when the person became distressed. The Rating scale consisted of three
options - good, ok and bad. These options were accompanied by a corresponding hand signal and colour
(green, amber and red).

Intervention plan

During the fifth session, the therapist and carer completed the Intervention plan. This document
summarised the intervention strategies selected for the person and divided them into green (person’s
anxiety is at their baseline), amber (person is becoming anxious) and red (person is anxious and
distressed) strategies. This document was developed to allow for easy integration into an existing
positive behavioural support plan.

Intervention sessions schedule

To help the person understand how they are progressing though intervention, the therapist was asked
to use the Intervention session schedule. This was a visual schedule for the person that included all

12 sessions.
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Intervention summary

While preparing for the end of the intervention, the person and their carer were asked to complete the
Exposure summary. The worksheet asked them to reflect upon intervention progress - what were their
goals, what they have achieved and what they still want to work on.

Visual schedule

The Visual schedule is a visual representation of activities planned for the person. It allowed the person
to know what will be happening and provided an opportunity to manage transitions in a more controlled
manner. For some autistic people with learning disabilities, it was considered helpful to use an additional
‘Now/Next’ board which was embedded in the Visual schedule. It helped the person know what is
happening in that moment and what is happening next.

The Visual schedule was used during all intervention sessions and the carer was encouraged to also use it
outside of the sessions.

Therapist training and supervision

The intervention was delivered by a trained therapist, who could be a nurse, clinical psychologist,
assistant psychologist, medical doctor, allied health professional, or other suitably qualified health
professional with experience of working with autistic people with learning disabilities and their carers.

All therapists were required to take part in a 2-day training course on the delivery of the intervention.
Refer to Table 7 which depicts the content of the therapist training. The training included a mixture of
PowerPoint presentations, whole group discussions and work in small groups. Training was delivered
online by the research team and led by a consultant clinical psychologist, and training in the intervention
lasted 1.5 days. The remaining half-day was used by participants to complete their training in good
clinical practice (GCP).

TABLE 7 Therapist training content

Training day Activity

Day 1 Welcome and introductions
Intervention structure
Theoretical background and rationale
Behavioural approaches to intervention of anxiety
Key behavioural concepts and strategies
Logic model
Considerations for working with autistic adults with moderate to severe learning disabilities

Sessions 1-2 (Intervention structure, Rapport building, Principles and behaviour and behaviour
change, Anxiety disorders, ABC chart, Preference assessment)

Sessions 3-5 (Psychoeducation on anxiety, autism and learning disability, Key vocabulary
training, Relaxation techniques, Person’s key behaviours and strengths, Individualised
Intervention Plan)

Day 2 Sessions 6-10 (Psychoeducation on Fear Ladders and Graded Exposure, Graded Exposure,
Relaxation)

Sessions 11-12 (Graded Exposure, Intervention Summary)
Troubleshooting
Fidelity checklists
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Therapists received regular supervision as per their existing supervision arrangements; this was at
least monthly. Supervisors were given an opportunity to attend the training and received a copy of the
intervention manual. The research team remained in regular contact with the therapists to check on
progress and offer support and supervision as required.

Summary

Anxiety disorders develop through a process of direct and vicarious learning experiences, and events
that occur post-learning moderate the experience of anxiety. Not all autistic people with moderate

to severe learning disabilities develop anxiety disorders, but this group presents with vulnerabilities
that increase the probability of anxiety becoming problematic. These vulnerabilities include sensory
sensitivities, information-processing difficulties, restricted and repetitive behaviours, and difficulties
with flexibility, amongst others. Our intervention was developed with reference to this theoretical
framework, and within our logic model we outlined the key intervention components and mechanisms
that are considered to lead to a reduction in anxiety and increased community engagement.

Our intervention comprised 12 sessions which were delivered by trained therapists and developed in
collaboration with our IAG. Carers attended all sessions, while some of the sessions involved only the
carer. Our primary intervention strategies involved psychoeducation, relaxation training, and exposure

therapy coupled with reinforcement. Our intervention was accompanied by a fidelity checklist which was

also developed in collaboration with our IAG.
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Chapter 4 Phase 1b: treatment-as-usual survey

ithin this phase, data were collected to characterise interventions that were currently being
delivered to autistic people with moderate to severe learning disabilities who have problems
with anxiety.

Methods

Participants and recruitment

We recruited health and social care professionals working in services providing care to autistic adults
aged 16 years and older with moderate to severe learning disabilities. We asked them to describe
interventions for anxiety offered by their service to this population.

Participants were recruited via the Research in Developmental Neuropsychiatry (RADIANT; https:/
radiant.nhs.uk/) consortium of NHS providers. We also sent e-mail invitations directly to NHS Trust
research and development (R&D) departments and charitable organisations which provide care to
autistic adults with learning disabilities in the UK. This included information about the survey and

an online link to the survey. Information about the survey was also available in the public domain

on our website and information was further shared with e-mail distribution lists for professionals
working with people with learning disabilities (e.g. British Psychological Society, Faculty for Intellectual
Disabilities Listserv).

Ethical opinion
Our survey was granted a favourable ethical opinion by Wales Research Ethics Committee (REC) 6 and
had associated NHS Health Research Authority Approval (Ref: 21/WA/0013).

Consent

The participants could choose to complete the survey online via Qualtrics (Qualtrics, Provo, UT, USA)
or in the form of an interview with a member of the research team (via Microsoft Teams or over the
telephone). For participants completing the survey online, the Participant Information Sheet (PIS)

and Participant Consent Form were embedded in Qualtrics. Participants who opted for an interview
were e-mailed the PIS and Participant Consent Form ahead of time and asked to sign it electronically.
Participants provided consent to take part in the survey prior to accessing any survey questions.

Withdrawals
Participants had the right to withdraw their consent at any time. Withdrawals were recorded.

Survey questions

The questions for the survey were based upon the Template for Intervention Description and Replication
(TIDieR) checklist.'®¢ Initially, participants were asked if their service offered any interventions for
anxiety to autistic adults with moderate to severe learning disabilities (this could include psychological
interventions, medication, or any other intervention). If participants indicated that their service offered
interventions for anxiety, they were asked a series of questions about the nature of the intervention. See
Appendix 1 for the questions included in the survey. At the end of the survey, participants were asked

if their service offered any additional interventions for anxiety, apart from the one already described.

If yes, participants were asked to answer the same set of questions but in relation to the additional
intervention. This cycle repeated until the respondent indicated that their service offered no further
interventions for anxiety.
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PHASE 1B: TREATMENT-AS-USUAL SURVEY

Analysis

We summarised both the quantitative and qualitative data generated. The number of responses to the
closed-end survey questions was counted and reported. Responses from the open-end questions were
analysed using content analysis'®” as our aim was to describe TAU. Initially, a set of codes was identified
by one coder by grouping survey responses that shared the same meaning. If the response contained
more than one concept, separate codes were generated for each concept. Codes were grouped into
subthemes which represented the professional views on the intervention offered for anxiety to autistic
adults with learning disabilities. The subthemes were sorted into themes that were determined by each
survey question using the TIDieR checklist as an organisational framework.

Two observers independently coded 10% of the responses. The inter-rater reliability agreement was
93% (84 agreements and 6 disagreements). The final codes were discussed by the raters and consensus
was reached.

Results

Sites and participant characteristics

Seventy-eight health and social care professionals working in services providing care to autistic adults
aged 16 years and older with moderate to severe learning disabilities responded to the survey. Seventy-
five participants chose to complete the survey online. One interview was conducted. Not all participants
answered all the questions. For some questions, the total number of responses exceeded the number of
participants who took part in this study because they could choose more than one answer.

Sixty-three participants provided information on the country in which their service was located: England
(h = 59), Scotland (n = 3) and Wales (n = 1). Table 8 shows participants’ roles.

Sixty-two professionals provided the name of the service within which they worked. Table 9 shows types
of services indicated by the participants.

Forty-one participants categorised their service as community-based, 15 as a combination of community
and inpatient, 4 as inpatient and 2 as other types of services.

Objectives
Objective 1: complete a national survey of existing interventions for autistic
adults with anxiety disorders who have moderate to severe learning disabilities

Sixty-four (out of 78) participants (82.1%) responded to the question asking if their service offered any
intervention for anxiety to autistic adults with moderate to severe learning disabilities.

TABLE 8 Participants’ roles as indicated in the survey

Participant’s role Number of responses

Nursing or care professional 24
Allied health professional 14
Psychology 11
Medical doctor 10

Dental professional 7
Leadership or management staff 7
Other 6
2

Behaviour specialist
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Fifty-nine participants (92.2%) indicated that their service offered a treatment or intervention for
anxiety to this population. Five participants (7.8%) stated that their service did not offer any treatment
or intervention for anxiety to autistic adults with learning disabilities.

Out of the 59 participants whose service offered the intervention, 21 stated they offered more than 1
type. Refer to Table 10 for the intervention types described in the survey. Participants were able to add
more than one intervention option.

Psychological interventions
Forty-nine participants indicated that their service offered psychological intervention or intervention for
anxiety to autistic adults with moderate to severe learning disabilities.

Table 11 summarises responses to the question on the rationale for using psychological intervention.

Refer to Table 12 for key procedures, activities and/or processes of the psychological intervention. A
majority of participants indicated that the key procedure used as part of an intervention to treat anxiety
was ‘psychological intervention’, which was non-specific. Only five participants indicated that their
service offered exposure therapy as a key procedure or activity.

Participants were asked to describe materials used with the intervention. The most often mentioned
were data collection materials (n = 40), information materials (n = 36) and an intervention plan (n = 14).
Other materials included: psychoeducation materials (n = 9), communication tools (n = 8), anxiety-
specific materials (n = 7) and intervention-specific and sensory aids (n = 5). The professionals also
mentioned progress measurement materials (n = 2), informed consent materials (n = 2), training materials
(n = 1) and exposure materials (n = 1).

The intervention setting was described as face-to-face by 39 participants. They specified that it included
the person’s place of residence (n = 17), an NHS setting (n = 14), community (n = 6), day service (n = 5)
and school (n = 1). A few participants mentioned that the intervention was delivered online (n = 3) and
as a combination of face-to-face, online and over the phone as appropriate (n = 5).

TABLE 9 Types of services within which the participants worked

NHS Trust 54
Local authority service 3
Private service 2
Non-NHS community learning disabilities service 2
Learning disability charity 1

TABLE 10 Types of intervention offered

Psychological 49
Medication 32
Other (e.g. speech and language therapy, occupational therapy, 12

music therapy)

Physical health support 4
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TABLE 11 Rationale for using psychological interventions

Rational for using the intervention Number of responses

Targets anxiety using proactive and reactive strategies 39
Person-centred 16
Improves quality of life 13
Collaborative working 9
Evidence-informed 9
Improves engagement in other important interventions 7
Develops a clinical formulation 5
Psychoeducation about anxiety or autism 4
Predictable and consistent 3
Complies with national guidance 3
Improved access to psychological intervention 2
Practical 1
Goal-oriented 1
Ethical 1
Supports staff well-being 1

TABLE 12 Key procedures, activities and/or processes of psychological interventions

Key procedures, activities and/or processes Number of responses

Psychological intervention 34
Biopsychosocial assessment 21
Formulation 15
Liaison with other professionals 12
Skills training in autism and anxiety 11
Intervention planning and monitoring 10
Staff support or supervision 6
Functional analysis 6
Engagement with the patient 5
Graded exposure procedures 5
Reflective practice 5
Supporting communication 4
Observation 4
Carer engagement 3
As part of dental intervention procedures 2
Environmental adaptations 2
Mental Capacity Act procedures 1
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Respondents were also asked to indicate who provided the treatment or intervention. Refer to Table 13
for details. The most frequently named professional group was psychologists, followed by nurses and
occupational therapists.

Respondents mentioned other professional groups that were present at the sessions as shown in
Table 14. The most frequent was nursing, followed by psychology, and allied health professionals.

We also asked who else might be present during the intervention. The most frequently named was
family/carers (n = 49), person with learning disability (n = 20), advocate (n = 3), community (n = 3), friend
(n = 1) and group session attendees (n = 1).

Respondents indicated the number, frequency and duration of the intervention sessions or contact.
The frequency of sessions was reported as: 1-6 sessions (n = 22), 6 to 12 sessions (n = 11) more than
24 sessions (n = 11), and 12-24 sessions (n = 4). Sessions were reported as being delivered once a

TABLE 13 Person providing psychological interventions

Person providing the intervention Number. of responses
Psychologist 36
Nurse 29
Occupational therapist 18
Parent or support care-mediated intervention or intervention 17
Psychiatrist 16
Speech and language therapist 15
Healthcare assistant 15
Other 14
Social worker 2
Medical doctor who is not a psychiatrist 1

TABLE 14 Other professionals present at the psychological intervention sessions

Nursing or care professional 46
Psychology professional 30
Allied health professional 27
Medical doctor 10

Social care professional

Not specified health professional

Other professional

Teaching professional

Family or support care-mediated intervention or intervention

Dental professional

[ O R - A N R e o)

Health professions student
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week (n = 16), variable (n = 9), once a fortnight (n = 8), once a month (n = 7), and more than once a week
(n = 7). One participant mentioned that the intervention was one-off, and one did not provide details
on the exact number. The sessions lasted 30 minutes to an hour (n = 26), more than 1 hour (n = 13) and
15-30 minutes (n = 6). Two professionals stated that the intervention sessions were < 15 minutes long
and one said they were about an hour.

Forty-two respondents indicated that their service monitored whether the intervention was
implemented as planned and six indicated that this did not occur. Refer to Table 15 for more details
about the methods used by services to monitor intervention implementation.

Forty-four participants indicated that they adapted the intervention depending upon patient needs. For
information about situations leading to adaptations refer to Table 16. Four respondents stated that they
did not adapt this intervention. The most frequent reason given for why the intervention was adapted
was ‘communication needs’ following by the ‘degree of learning disability’.

We asked participants to provide additional detail on the adaptations made to the interventions.
Refer to Table 17 for more details on the adaptations. The most frequent was ‘communication support’
followed by ‘adjusting the session content or activities’ and ‘adjusting timing, duration, number, or
frequency of sessions’.

Medication
Thirty-two participants stated that medication was an intervention offered for anxiety to autistic adults
with moderate to severe learning disabilities.

Participants referred to the following aspects when describing the rationale for using this intervention
type: targets anxiety using proactive and reactive strategies (n = 16), evidence-informed (n = 8),
improves quality of life (QoL; n = 8), complies with national guidance (n = 4), improves engagement in
other important interventions (n = 3), person-centred (n = 3), improves physical health (n = 3), supports
staff well-being (n = 3) and reduces risk and risky behaviours (n = 1).

Key procedures, activities and/or processes of the intervention using medication involved intervention
planning and monitoring (n = 18), psychological intervention (n = 18), biopsychosocial assessment
(h = 16), formulation (n = 10), and liaison with other professionals (n = 6). Furthermore, three responses

TABLE 15 Methods of monitoring psychological intervention implementation

Ways of monitoring the intervention implementation Number of responses
Progress review 13
Outcome measures 11
Stakeholder feedback 9
Keeping records 8
Developing care plans 8
Supervision 6
Writing reports 5
Follow-up appointments 2
Reflective practice 1
Team discussion 1
Audit 1
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TABLE 16 Situations leading to adapting psychological interventions

Situations leading to adapting the intervention Number of responses
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Communication needs
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Degree of learning disability
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Person’s needs

=
o

Systemic or environmental challenges
Autistic traits

Nature and degree of anxiety
Physical, health or mobility needs
Responsiveness to the intervention
Level of engagement

Behavioural needs

Person’s interests or preferences

Feedback from the person or carer
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Carer or family understanding

TABLE 17 Adaptations made to psychological interventions

Intervention adaptations Number of responses

Communication support 37
Adjusting session content or activities 20
Adjusting timing, duration, number or frequency of sessions 14
Involving carers in intervention and liaison with support networks 14
Environmental adaptations 10
Changing the setting 8
Liaison with other professionals 8
Consideration for person’s interests and preferences 8
Formulation-driven intervention plan 5
Psychoeducation 5
Assessment of needs 3
Increased practical support 2
MCA considerations 1

described Mental Capacity Act procedures, two mentioned the importance of engagement with the
patient, two indicated that this was important as part of dental intervention procedures, one mentioned
the importance of supporting communication, one mentioned skills training in autism and anxiety, and
one mentioned the importance of observation.

The following intervention materials were used with medication: information materials (n = 45), data-
collection materials (n = 20), communication tools (n = 4), intervention-specific and sensory aids (n = 2),
psychoeducation materials (n = 1) and informed consent materials (n = 1).
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Refer to Table 18 for information on who were involved with this intervention.

The following professionals were said to be present when medication was prescribed: medical doctor

(n = 24), nursing or care professional (n = 21), allied health professional (n = 11), psychology professional
(n = 7), unspecified MDT or health professional (n = 4), dental professional (n = 3), health professions
student (n = 3), social care professional (n = 1) and other professional (n = 1). Other people present were:
family/carer (n = 37), person with learning disabilities (n = 10) and advocate (n = 4).

Twenty-five participants indicated that the intervention was provided face to face. Sixteen professionals
specified that it took place in an NHS setting, eight stated it was in the community, six indicated the
person’s home and five stated within a day service. Some services delivered the intervention online

(n = 6), over the phone (n = 3) and using a combination of face to face, online and over the phone as
appropriate (n = 4).

The number of intervention sessions or contacts offered for medication was: 1-6 (n = 18), 6-12
(n = 10) and more than 24 (n = 2). One participant mentioned the intervention involved 12-24 sessions
or contacts.

These sessions or contacts took place once a fortnight (n = 8), once a month (n = 7), once a week

(n = 4), and more than once a week (n = 3). Eleven participants indicated other frequencies of
intervention sessions or contacts. They lasted 30 minutes to an hour (n = 22), 15-30 minutes (n = 6) and
< 15 minutes (n = 4).

Twenty-five participants stated that their service monitored if the intervention was implemented

as planned. Refer to Table 19 for details on monitoring the intervention implementation. Seven
professionals responded that there was no intervention implementation monitoring carried out within
their service.

Thirty-two participants indicated that the intervention was adapted depending upon patient needs.
Table 20 presents the situations which led to adapting the intervention. The most frequently cited
reason for adapting the intervention was ‘communication needs’ followed by the ‘nature and degree of
anxiety’ and ‘degree of learning disability’.

TABLE 18 People involved in the delivery of medication

Person providing the intervention Number of responses
Psychiatrist 30
Nurse 17
Psychologist 8
Medical doctor who is not a psychiatrist 7
Healthcare assistant 6
Occupational therapist 5
Speech and language therapist 5
Parent or support care-mediated intervention or intervention 5
Other 5
Social worker 1
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TABLE 19 Methods of monitoring the medication implementation

Ways of monitoring the intervention implementation Number of responses
Progress review 9
Stakeholder’s feedback 6
Developing care plans 5
Keeping records 4
Outcome measures 4
Writing reports 4
Medication or physical health monitoring 2
Audit 1
Follow-up appointments 1
Team discussion 1

TABLE 20 Situations leading to adapting medication prescribing and delivery

Situations leading to adapting the intervention Number of responses
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Communication needs
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Nature and degree of anxiety
Degree of learning disability
Responsiveness to the intervention
Person’s needs

Physical, health or mobility needs
Autistic traits

Behavioural needs

Systemic or environmental challenges
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Person’s interests or preferences
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Feedback from the person or carer

Refer to Table 21 for details of implemented adaptations. The most frequently used adaptation was
‘communication support’ followed by ‘involving carers in intervention and liaison’ and ‘adjusting
medication procedures’.

Other interventions

We received 12 responses that mentioned other types of intervention for anxiety offered to autistic
adults with moderate to severe learning disabilities. These included: speech and language therapy

(n = 3), occupational therapy (n = 3), sensory strategies (n = 2), communication training (n = 1), increased
support staff (n = 1) touch therapy (n = 1), and music therapy (n = 1). The rationale for using these
interventions is presented in Table 22.

Key procedures, activities and/or processes involved: biopsychosocial assessment (n = 11), supporting
communication (n = 5), liaison with other professionals (n = 4), environmental adaptations (n = 2),
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TABLE 21 Adaptations to medication prescribing and delivery

Intervention adaptations Number of responses

Communication support 15
Involving carers in intervention and liaison with support networks 11
Adjusting medication procedures 8
Adjusting timing, duration, number or frequency of sessions 8
Changing the setting 4
Liaison with other professionals 4
Environmental adaptations 3
Assessment of needs 2
Consideration for person’s interests and preferences 1
Adjusting session content or activities 1
Psychoeducation 1
MCA considerations 1

TABLE 22 Rationale for using other types of interventions

Rationale for using the intervention Number of responses

Person-centred

Targets anxiety using proactive and reactive strategies
Develops a clinical formulation

Improved access to psychological intervention
Improves quality of life

Collaborative working

Psychoeducation about anxiety or autism

NN W DD G

Evidence-informed
Predictable and consistent 1

Improves engagement in other important interventions 1

intervention planning and monitoring (n = 2), observation (n = 2), engagement with the patient (n = 2),
psychological intervention (n = 2), formulation (n = 1), carer engagement (n = 1), Mental Capacity Act
procedures (n = 1) and report writing (n = 1).

Materials used with the interventions were: communication tools (n = 18), data-collection materials
(n = 6), intervention-specific and sensory aids (n = 5), information materials (n = 4), intervention plan
(n = 1) and psychoeducation materials (n = 1).

The interventions were provided by an occupational therapist (n = 6), speech and language therapist

(n = 5), nurse (n = 4) and other person (n = 4; e.g. music therapist). Two participants mentioned a
psychologist as the person providing the intervention, one stated it was a psychiatrist, and one indicated
that it was a healthcare assistant. One respondent mentioned that the intervention was mediated by a
parent or support care.
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The following professionals were present at the sessions: allied health professional (n = 11), nursing
or care professional (n = 4), medical doctor (n = 2), health professions student (n = 2), psychology
professional (n = 1), and other professional (n = 1). Family/carers (n = 15) and the person with learning
disabilities (n = 4) were also present during the sessions.

The intervention was delivered face to face by 10 services, this included at the person’s place of
residence (n = 5), day service (n = 3), NHS setting (n = 2) and community (n = 1). Using a combination of
face-to-face, online and over the phone contact was mentioned by two participants.

The intervention included 1-6 sessions or contacts (n = 4), 6-12 (n = 3), 12- 24 (n = 3) and more
than 24 sessions or contacts (n = 2). Intervention sessions were scheduled once a week (n = 4), once
a fortnight (n = 3), once a month (n = 2), with variable frequency (n = 2), and more than once a week
(n = 1). Seven participants indicated that the sessions lasted 30 minutes to an hour, four participants
indicated 15-30 minutes, and one participant stated they lasted for more than 1 hour.

There were eight professionals whose service monitored if the intervention was implemented as
planned. This was done by keeping records (n = 5), using outcome measures (n = 4), progress review

(n = 2), stakeholder’s feedback (n = 1) and follow-up appointments (n = 1). Three participants stated that
their service did not monitor the intervention implementation.

Twelve participants indicated that the intervention involved adaptations made depending on patient
need. Refer to Table 23 for the situations leading to adapting the intervention. The most frequently cited
situations leading to intervention adaptation were ‘degree of learning disability’ and ‘communication
needs’. Table 24 detailed information about the nature of the adaptations made to interventions. The
most frequent was ‘involving carers’, followed by ‘communication support’.

Physical health support
Four participants indicated that their service offered physical health support as an intervention for
anxiety amongst autistic adults with moderate to severe learning disabilities.

The rationale for using this intervention was described as: improves engagement in other important
interventions (n = 4), reduces inequalities in health care (nh = 2), complies with national guidance (n = 1),
improves physical health (n = 1) and targets anxiety using proactive and reactive strategies (n = 1).

The responses on key procedures, activities and/or processes used with this intervention are presented
in Table 25. The most frequent was ‘dental intervention procedures’ associated with dental anxiety.

Materials used with this intervention were: information materials (n = 4), data-collection materials (n = 2),

informed consent materials (n = 2), communication tools (n = 2), psychoeducation materials (n = 2),
intervention-specific and sensory aids (n = 1) health information (n = 1), and intervention plan (n = 1).

TABLE 23 Situations leading to adapting other interventions

Situations leading to adapting the intervention Number of responses

Degree of learning disability
Communication needs
Responsiveness to the intervention
Person’s needs

Autistic traits

Nature and degree of anxiety
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Systemic or environmental challenges
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TABLE 24 Adaptations made to other interventions

Involving carers in intervention and liaison with support networks 11
Communication support 9
Adjusting timing, duration, number, or frequency of sessions 6
Environmental adaptations 4
Changing the setting 2
Adjusting session content or activities 1
Assessment of needs 1
Formulation-driven intervention plan 1

TABLE 25 Key procedures, activities and/or processes used with physical health support

Key procedures, activities and/or processes Number of responses

Dental intervention procedures
Psychological intervention
Engagement with the patient
Biopsychosocial assessment
Liaison with other professionals
Formulation

Supporting communication

NN NN WD~ W

MCA procedures
Intervention planning and monitoring 1

Carer engagement 1

The intervention was provided by a nurse (n = 3), medical doctor who is not a psychiatrist (n = 2)
and other (n = 6; e.g. dentist). During the sessions, dental professionals (n = 7) and nursing or care
professionals (n = 5) were present. The sessions were also attended by family/carer (n = 5) and the
person with learning disabilities (n = 1).

Four participants stated that the intervention was provided face to face, with two specifying that it was
in an NHS setting. Additionally, one service delivered the intervention online and one over the phone.

Three respondents indicated that the intervention consisted of one to six sessions or contacts. One
stated that it involved 12-24 sessions or contacts. The frequency was variable, as indicated by three
professionals. One response mentioned that the sessions were provided once a fortnight. Duration of
the session was < 15 minutes (n = 1), 15-30 minutes (n = 1), 30 minutes to an hour (n = 1), more than
1 hour (n = 1).

Three professionals indicated that their service monitored the intervention implementation. This was

achieved by audits (n = 2) and writing reports (n = 1). One participant responded that the intervention
implementation was not monitored.
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TABLE 26 Adaptations to physical health support

Intervention adaptations Number of responses

Communication support

Adjusting timing, duration, number or frequency of sessions
Environmental adaptations

Reducing waiting time

Changing the setting

Assessment of needs

RN NN WA~ O,

Involving carers in intervention and liaison with support networks

Liaison with other professionals 1

All four participants stated that the intervention involved adaptations depending upon patient need.
The situations that led to adaptations included nature and degree of anxiety (n = 2), communication
needs (n = 1), physical, health or mobility needs (n = 1), the person’s interests or preferences (n = 1) and
feedback from the person or carer (n = 1). The nature of the intervention adaptations is presented in
Table 26. The most frequent was ‘communication support’.

See Appendix 2 for detailed responses received in the TAU survey.

Summary

We completed a survey of TAU for anxiety amongst autistic adults with moderate to severe learning
disabilities and received 76 responses with the majority coming from the NHS in England. We have
made an assumption that the responses provided are representative of the broader NHS, which is a
potential weakness. Psychological interventions were used most often, followed by medication, and
other interventions, including physical health support. Our findings indicated that while psychological
interventions were the most frequently offered intervention for anxiety, graded exposure was
infrequently offered. Participants indicated that they adapted interventions most frequently because
of communication needs, the degree of learning disability, and the nature and degree of anxiety.
Adaptations most frequently involved supporting communication, adjusting the content, timing,
duration, number or frequency of sessions, and involving carers or adjusting medication procedures.

Copyright © 2024 Langdon et al. This work was produced by Langdon et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,
distribution, reproduction and adaptation in any medium and for any purpose provided that it is properly attributed. See: https:/creativecommons.org/licenses/by/4.0/. For
attribution the title, original author(s), the publication source - NIHR Journals Library, and the DOI of the publication must be cited.

37






DOI: 10.3310/MWTQ5721 Health Technology Assessment 2024 Vol. 28 No. 72

Chapter 5 Phase 2: feasibility study

ithin Phase 2, we completed a feasibility study to model our intervention and generate sufficient

data about parameters to inform the decision to proceed to a larger study. Our focus was upon
determining the acceptability and feasibility of the intervention and research procedures for participants,
carers, and clinicians. The objectives were: (1) to model the manualised intervention to determine the
acceptability and feasibility for all stakeholders, including patients, carers, and clinicians, and adjust as
required, (2) to judge the appropriateness, including response rates, of our measures of anxiety-related
symptomatology for use within a larger study, (3) to examine the feasibility and acceptability of consent
and associated processes and (4) to describe factors that facilitate or challenge the implementation of
our intervention.

Methods

Design

This phase of the study was a single-arm non-randomised feasibility study of behavioural intervention
plus TAU for the intervention of anxiety disorders amongst autistic people with moderate to severe
learning disabilities. We used qualitative and quantitative research methods to help address key
components of feasibility. Recruitment was open to participants with autism and moderate to severe
learning disabilities who have anxiety disorders and their carers within five NHS Trusts within England.
There were no changes to the methods following commencement of the feasibility study.

All participants were assessed at three time points using our candidate measures selected during
Phase 1a: (1) eligibility screening, (2) baseline assessment within 4 weeks before commencement of
the intervention and (3) follow-up assessment within 4 weeks after completing of the intervention.
Additional components of feasibility (e.g. acceptability) were assessed using semistructured interviews
and an associated qualitative analysis.

Site selection

This feasibility study took place within adult community learning disability services in the NHS in
England. Our sites were: (1) Coventry and Warwickshire Partnership NHS Trust, (2) Herefordshire and
Worcestershire Health and Care NHS Trust, (3) Mersey Care NHS Foundation Trust, (4) Solent NHS Trust
and (5) Leicestershire Partnership NHS Trust.

Participant recruitment

We used a multi-point recruitment strategy, which primarily involved screening existing caseloads of
NHS community learning disabilities teams for potentially eligible patients and sharing information
about the study with those who were thought likely eligible. We also placed information about the study
within the public domain, and directly contacted special schools and residential services for people with
learning disabilities within the areas served by our NHS sites.

Sample size

As this was a feasibility study, and the purpose was to provide estimates of key parameters for a future
larger study rather than to power the current study to detect statistically significant differences, a formal
a priori power calculation was not conducted!®® and the sample size was deemed sufficient. We aimed

to recruit 30 autistic adults with moderate to severe learning disabilities as this sample size will provide
reasonable precision around our estimates of parameters; for example, if 80% of participants complete
the intervention, a sample size of 30 participants will allow us to calculate a 95% confidence interval (Cl)
around this estimate to within + 14.5% (i.e. 65.5 to 94.5%). These data can be used to inform the design
of any future larger study, provide adequate information about our candidate outcome measures, and
allow us to try the intervention with important sub groups (i.e. moderate vs. severe learning disabilities)
capturing the diversity of this population, much of which will be investigated using qualitative methods.
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We also recruited carers to take part in the study as they were asked to attend each of the intervention
sessions and take part in post-intervention interviews about their experiences of taking part in both the
intervention and the research. For some autistic adults with moderate to severe learning disabilities,
we recruited more than one carer. Similarly, we also recruited trained therapists who delivered the
intervention and invited them to take part in our post-intervention semistructured interviews about
their experience of delivering the intervention and taking part in the research.

Eligibility criteria
Participants were eligible to take part in the study if they met all the following inclusion criteria and
none of the exclusion criteria applied:

Inclusion criteria:

e aged over 16 years old

e diagnosis of autism confirmed by case note review

e existing diagnosis of moderate to severe learning disabilities, confirmed at screening

e existing diagnosis of an anxiety disorder confirmed or initially made at screening

e carer or family member able to support participation in the intervention and

e for those who do not have capacity, successful identification of a personal or nominated consultee
who provided advice indicating that the person should take part in the project and would likely wish
to take part in the study if they had capacity in accordance with the Mental Capacity Act, 2005.

Exclusion criteria:
e currently receiving another psychological therapy for a mental health problem.

Screening

Screening of potentially eligible participants was conducted by clinicians with routine access to personally
identifiable information (e.g. staff working within NHS community teams for autistic people with learning
disabilities). This initial screening took place within the NHS and involved a search of patient records or

a discussion with clinician teams. The information required for this initial search of potentially eligible
participants was diagnosis, which was taken from clinical records, and specifically a diagnosis of autism
and moderate to severe learning disabilities and information to suggest problems with anxiety. Clinicians
also checked whether potential participants were currently receiving psychological therapy.

Information about the study was then shared with potential participants and their carers by sites.
Interested participants and their carers contacted the study team through two routes:

e Participant and their carer told clinicians that they wanted their contact details passed to the study
team; the study team received the details from the clinician and then contacted the participant and/
or carer; and

e Participant and their carer contacted the study team directly using the contact information they were
provided within our PIS.

Participants who were identified via special schools, residential placements, or those who wanted to
self-refer, contacted the study team directly using contact information within the public domain.

All potential participants were contacted by a member of the research team to arrange a short screening/
recruitment interview, either by telephone or online. All interviews were carried out by research staff.
During the interview, the study was explained in detail, including the consent process and eligibility criteria.

Ethical opinion

This study was granted a favourable ethical opinion by Wales REC 6 and associated NHS Health
Research Authority Approval (Ref: 21/WA/0013). Our Participant Information Sheet and Consent Form
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for people with learning disability can be found within Report Supplementary Material 1: Participant
information sheet and consent form.

Consent

Participants in the feasibility study were autistic adults with moderate to severe learning disabilities
and their carers. While the assumption was made that all participants would have capacity to make a
decision as to whether they wish to take part in this study, it was anticipated that many participants
would not have capacity to make a decision about whether they wished to take part in our research and
the provisions within the Mental Capacity Act, 2005, were used.

If a participant was interested in the study, the person explaining the study and seeking informed
consent was responsible for determining whether the potential participant had capacity to make a
decision. To help participants with learning disabilities make the decision about their involvement in the
study, we developed an adapted PIS. Additional aids to support communication and understanding were
used as needed to meet the needs of individual participants in consultation with carers. If a participant
was deemed to have capacity to consent and wanted to take part in the study, they were asked to sign
the consent form. If a participant was judged to lack capacity to make a decision about participation,
steps were taken to seek advice from either a personal or nominated consultee:

e A personal consultee is known to the person and trusted with decisions about their welfare. A
personal consultee is not paid to provide care. This could be a friend or family member, as well as an
attorney or deputy appointed by the Court of Protection.

e A nominated consultee is someone who may or may not be known to the person. It may be someone
who provides paid carer or professional service (e.g. medical doctor). A nominated consultee cannot
be involved in the study or employed by the sponsor.

We made use of Consultee Information Sheets that were approved by an NHS REC which provided
information about the study and an explanation of their role. The process that we followed during

this study is depicted in Figure 3. We asked consultees for advice about whether a person should be
included in this research project, and their opinion about the views and feelings the person would have
about participating in this research if they had capacity to make a decision. Throughout the duration

of the intervention, therapists were responsible for continuously assessing whether a person who
lacked capacity was communicating that they did not wish to take part in the study or the intervention
procedures. The right of the participant or consultee to refuse to participate in the study without giving
reasons was respected.

Carers of participants who decided to take part in the study were approached about their involvement.

If interested, they were given a Carer Information Sheet and an associated consent form which they were
asked to sign. Carers who lacked capacity to make a decision about whether they wished to take part in
the study were not eligible to take part in this study.

Therapists who delivered the intervention were offered an opportunity to take part in a post-
intervention interview and therefore became research participants. If they agreed to take part, the
interview and consent process were explained in detail and a hard copy of the Therapist Information
Sheet and consent form was posted to them for signature and return to the research team.

Eligibility screening

After written consent was received from a participant (or advice from the consultee that indicated that
the person should be included in our research) and their carer, a member of the research team carried
out eligibility screening over the phone or in person with carers. This included the completion of the
domain-level version of the Vineland Adaptive Behaviour Scales 3'% to provide an estimate of the
degree of learning disability to confirm they had moderate to severe learning disabilities (a standard
score below 55). Carers also took part in a semistructured interview using a diagnostic checklist based
on Diagnostic Manual - Intellectual Disability-2 (52) to confirm a diagnosis of an anxiety disorder. All
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participants had to have a diagnosis of autism prior to enrolment, but carers were asked to complete the
Social Responsiveness Scale 2, Second Edition (SRS-2)%? to measure social difficulties associated with
autism. Participants who met the eligibility criteria completed a baseline assessment with a member of
the research team. The research team took responsibility for definitive screening to determine eligibility.

Lost to follow-up
Participants were recorded as lost to follow-up if the following criteria were met:

e they did not respond to three attempts to schedule an appointment for either assessment or
intervention, where at least one of these attempts was sending a letter to their home asking them to
contact the research team or

e they have not attended at least three scheduled and consecutive appointments for either assessment
or intervention and have not responded to a letter sent to their home asking them to contact the
research team following the third scheduled and consecutive appointment.

Withdrawals

Participants had the right to withdraw consent for participation in the study at any time. Participants
and consultees were clear that care was not affected at any time by declining to participate or
withdrawing from the study.

Participants were able to withdraw from taking part in the intervention while continuing to take part

in the research study. Those who wished to withdraw from both the intervention and the research
were asked to voluntarily complete a study Withdrawal form. This form could be completed on behalf
of the participant by a member of the study team following a conversation with a participant or carer in
consultation with the consultee and therapist.

If a participant who lacked capacity communicated in such a way as to suggest that they no longer
wished to take part in the study, including the intervention, continuing participation was discontinued
and the consultee was contacted for further advice, and withdrawal was discussed. This was also
discussed with the carer. The reason for this was to make sure that the participant was likely
communicating that they no longer wished to take part in the study rather than a different need (e.g.
tooth pain) if there was uncertainty. Where a participant who lack capacity clearly indicated they no
longer wished to take part in the study, they were withdrawn.

Participant timeline
The steps in the pathway for the feasibility study were as follows:

e All participants who provided consent, or participants where a consultee, in accordance with the
Mental Capacity Act, 2005, provided advice that the participant can be included, were screened by
research staff to ensure eligibility criteria were met.

e Participants who meet eligibility criteria completed the outcome measures within 4 weeks prior
to starting intervention and assigned to receive the behavioural intervention plus TAU over 12
individual sessions (Table 27).

e Following the completion of the intervention sessions, participants again completed the outcome
measures within 4 weeks of completion of the intervention (see Table 27).

e All of the outcome measures were completed by carers.

e A subsample of participants (participants with learning disabilities and their carers) and the therapists
were invited to take part in semistructured interviews following completion of the intervention
to ascertain acceptability and the experience of the intervention and the research to create a
description of factors that promote or challenge the implementation of the intervention and
study procedures.

Refer to Table 27 for study time points.
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TABLE 27 Schedule of enrolment, interventions and assessment

Number of visits

Procedures Screening Baseline Intervention phase Follow-up

Informed consent or advice from a consultee 1

Demographics 1

Medical history 1

Eligibility assessment 1

Delivery of intervention 12 sessions

Fidelity 12 (therapist completed)
Anxiety symptoms 1 1
Anxiety diagnostic checklist 1 1
Autism symptoms 1 1
Emotional and behavioural problems 1 1
Behaviours that challenge 1 1
Medication 1 1
Community involvement 1 1
Adverse event assessments (if required) 1 1
Semistructured interviews 1

Outcome measures

Participants were enrolled in the study for approximately 6 months. Participants were assessed at

three times points: (1) screening, (2) baseline assessment within 4 weeks of commencement of the
intervention and (3) follow-up assessments within 4 weeks of completion of the intervention. The choice
of measures was decided in Phase 1a of the project (see Chapter 2 for more details).

The outcome measures were completed by the carers and were:

e DBC2-A*

e the Behaviour Problems Inventory for Individuals with Intellectual Disabilities - Short Form?>
e the Index of Community Involvement?®

e PAC.”

Information about medication taken by the participant was also collected. No changes to the outcome
measures were made during the feasibility study.

For participants who discontinued intervention, and wished to remain enrolled in the study, data were
captured as per protocol. This meant that data were captured within the 4-week period following
when the intervention would have been completed had the participant continued to take part in

the intervention.

Post-intervention semistructured interviews

We conducted semistructured interviews to examine the views of participants, carers, and therapists
about the intervention and research to address key feasibility questions. This information was integrated
to create a description of factors that promote or challenge the implementation of the intervention with
reference to our logic model and our research procedures.
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The interview schedule for carers included 25 questions organised into 10 sections:

e warm-up
e acceptability of consent process

e intervention accessibility and acceptability

e helpful and unhelpful aspects, including barriers to change
the value of our adaptations

relationship with the therapist within the intervention
acceptability of outcome measures

acceptability of randomisation within future trial

o effects of participation

e closing questions.

The interview took up to an hour. It was conducted either online (via MS Teams), over the telephone or
in person by members of the research team. All interviews were recorded and transcribed verbatim. See
Appendix 4 for interview schedules for carers.

The interview schedule for therapists included 27 questions organised into the same sections as the
carer interview. Interviews took up to an hour and were conducted online (via MS Teams) by members of
the research team. All interviews were recorded and transcribed verbatim. See Appendix 5 for interview
schedules for therapists.

We also completed interviews with autistic participants with learning disabilities to explore their
experience of the intervention and taking part in our research study. We recognised that autistic
participants with moderate to severe learning disabilities present with communication differences and
some may not be able to take part in an interview that relies heavily on spoken language. We made use of
Talking Mats, which is a structured approach to help people with communication difficulties to organise
and express their views. Talking Mats have been used previously with this population.'*® The Talking Mats
framework was developed at the University of Stirling and the intellectual property rights are owned

by the University of Stirling and assigned to Talking Mats Ltd. Talking Mats is a registered trademark.

The Symbols are © to Adam Murphy and assigned to Talking Mats Ltd. in perpetuity. All materials are

the intellectual property of Talking Mats Ltd. and were copied or reproduced with permission. The term
‘Talking Mats®' cannot be used commercially by other organisations. Training in Talking Mats must be
delivered by an accredited trainer who holds a current licence with Talking Mats Ltd.

Members of the research team who were trained in using the Talking Mats guided the process with
participants. The interview included 13 questions, all represented by assigned visuals. Participants were
asked to tell us how they felt about various parts of the intervention by putting corresponding visuals in
one of the three categories - like, unsure and do not like. For some participants, only two main categories
of like and do not like were used to make the process more accessible. Interviews were conducted in the
participant’s home or in clinic. See Appendix 6 for interview plan using Talking Mats. After the interview,
the interviewer took a photograph of the completed mat and completed the Effectiveness Framework
which guides through reflecting on different parts of the Talking Mats interview:

e engagement

e participant’s understanding

e interviewer's understanding of thinker's views
e participant’s communication

e symmetry of communication

e time frame and

e participant satisfaction.

See Appendix 7 for the effectiveness framework form.
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Analysis

Main analysis

The study is reported in accordance with the Consolidated Standards of Reporting Trials extension
pilot and feasibility studies and recommendations for non-randomised pilot and feasibility studies.'*!
A detailed statistical analysis plan was written and agreed by the study statistical advisor and an
independent statistician prior to the analysis.

As this was a feasibility study, the analysis was descriptive in nature. Continuous data were reported as
means and standard deviations (SD), and we additionally calculated the within-group effect size while
recognising that this effect size is biased. Categorical data were reported as frequencies and proportions.
Outcomes were estimated with their associated 95% Cls. No formal hypothesis testing took place. We
also calculated and reported our accrual and attrition rate and the percentage of missing data across our
outcome measures along with the number of sessions attended and session fidelity data.

Qualitative analysis

We used Framework analysis'*? to analyse the data generated from our semistructured interviews with
carers and therapists. Framework analysis is a pragmatic method which is advantageous within this
context because it allows researchers to investigate key issues of interest, rather than analyse data for all
emergent themes. We used framework analysis to examine the views of carers and therapists on several
key areas, including: (1) the accessibility and acceptability of the intervention, (2) helpful and unhelpful
aspects, including barriers to change, (3) the value of our adaptations, (4) relationships with professionals
within the intervention, (5) acceptability of outcome measures and (6) acceptability of consent and
associated processes, including randomisation in a future trial. We used Excel spreadsheets for data
organisation and management.

Progression criteria

This study estimated key parameters for a future trial, which were used (1) to determine whether the
funder advertises for a future trial and (2) to assist potential applicants in designing a future trial. The
following criteria were used to determine the feasibility of a future trial within the following domains: (1)
recruitment, (2) protocol adherence and (3) outcome data leading to three possible recommendations for
trial progression.*®

Green

If all of the following criteria are met a recommendation that a pilot or internal pilot-full trial was
considered warranted: (1) recruitment: (i) accrual rate is at least three patients per site per month on
average and (ii) attrition rate is 30% or lower; (2) protocol adherence: (i) fidelity ratings indicate therapist
adherence to the intervention of at least 70%, (ii) at least 70% of carers and clinicians report that the
intervention and consent procedures were acceptable, (iii) participants received an average of 70% or
more intervention sessions and (3) outcome data: (i) at least 70% of participants and carers complete
outcome data at each time point, (ii) at least 75% of items within each outcome measure for each
participant are complete and (iii) at least 70% of carers judge our outcome measures to be acceptable.

Amber

If green criteria were not met but the following criteria were met, then the research team examined
the reasons for this, and carefully considered what remedial action could be taken to improve the
likelihood that a larger trial should take place. For example, difficulties could have been related to a
delay in research ethics or governance approvals or a longer than expected time to build relationships
with referrers which could be managed effectively within a larger trial: (1) recruitment: (i) accrual rate is
less than 3 but greater than 2 patients per site per month on average, or builds up to three per month
in the latter months of recruitment and (i) attrition rate is greater than 30% but less than 50%; (2)
protocol adherence: (i) fidelity ratings indicate therapist adherence to the intervention is less than 70%
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but greater than 60%, (ii) less than 70% but greater than 55% of carers and clinicians report that the
intervention and consent procedures were acceptable, (iii) participants received an average of less than
70% but greater than 55% or more intervention sessions; and (3) outcome data: (i) less than 70% but
greater than 60% of participants and carers complete outcome data at each time point, (ii) less than 75%
but greater than 60% of items within each outcome measure for each participant are complete, and (jii)
less than 70% but greater than 65% of carers judge our outcome measures to be acceptable.

Red

If green or amber criteria are not met, and following a thorough review of the reasons for this,
including consideration as to whether remedial action could be taken, a recommendation to
proceed to a larger trial could not be made: (1) recruitment: (i) accrual rate is less than 2 patients
per site per month on average and (ii) attrition rate is greater than 40%; (2) protocol adherence: (i)
fidelity ratings indicate therapist adherence to the intervention is less than 50%, (ii) less than 55%
of carers and clinicians report that the intervention, and consent procedures were acceptable, (iii)
participants received an average of less than 55% or more intervention sessions and (iv) less than
60% of participants received their allocated intervention and (3) outcome data: (i) less than 50% of
participants and carers complete outcome measures at each time point, (ii) less than 50% of items
within each outcome measure for each participant are complete and (iii) less than 65% of carers judge
our outcome measures to be acceptable.

Results
Participants

Autistic adults with moderate to severe learning disabilities

Thirty-four participants were referred for eligibility screening. Prior to eligibility screening, five were
excluded due to declining to participate, not having a diagnosis of autism, or not responding to our
attempts to contact them. Twenty-nine participants were assessed for eligibility, and one was excluded
at this point due to not having a moderate or severe learning disability (Figure 4). This means that

82% of those who were referred for eligibility screening took part in the study. Twenty-two of 28
participants (79%) were judged not to have capacity to make a decision about taking part in this study.
For these participants, on average, it took M =4.21, SD = 1.80 [95% CI (3.09 to 5.33), minimum = 1.50,
maximum = 8.00] weeks per participant to confirm consultee advice and enrol the participant.

Twenty-eight participants with moderate to severe learning disabilities took part and were allocated
to receive the intervention (see Figure 4). Their average age was M = 26.79, SD = 8.39 and 64.3% were
male. Just under 79% were White British and 18% were from other backgrounds. Just under 54% had
severe learning disabilities and just over 46% had moderate learning disabilities. The majority (71.4%)
lived at home with their family (Table 28).

In additional to a diagnosis of autism and learning disabilities, participants also had diagnoses of
attention-deficit-hyperactivity disorder (3.6%), Tourette syndrome (3.6%), Down syndrome (3.6%),
microcephaly (3.6%), and other conditions, such as hypothyroidism (3.6%), poor peripheral vision (3.6%)
and skin conditions (7.2%). The majority (71.4%) were taking medication with the most frequently
prescribed for medical conditions, such as diabetes, thyroid problems and allergies. The most frequently
prescribed psychotropic medications were antidepressants, following by antipsychotics (see Table 28).

Four participants were lost at follow-up. There were four different reasons for this loss associated

with each individual participant: (1) did not respond to our attempts to make contact, (2) placement
breakdown, (3) illness within their family and (4) therapist iliness (see Figure 4). This was an attrition rate
of 14%.
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FIGURE 4 Participant flow diagram.

Accrual

Our initial site opened to recruitment on 2 December 2021, followed by the second site on 17
December 2021. Additional sites were opened on 4 April 2021, 4 August 2022 and 6 September 2022.
Recruitment closed on 30 September 2022 as planned and the study was open to recruitment for
approximately 10 months.

Difficulties with recruitment were encountered, much of which was attributable to the COVID-19
pandemic. During December 2021, the Omicron variant was spreading within England and the
government announced a series of measures to curtail its spread, which included compulsory wearing of
facemasks and working from home where possible. This was preceded by two lockdowns and increasing
pressure upon the NHS.

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/MWTQ5721 Health Technology Assessment 2024 Vol. 28 No. 72

TABLE 28 Participant demographics

N %
Ethnicity
White - British 22 78.6
Mixed - white and Asian 2 7.1
Asian or Asian British - Pakistani 1 3.6
Asian or Asian British - Indian 1 3.6
Black or Black British - African 1 3.6
Prefer not to say 1 3.6
Participant’s primary place of residence
Family home 20 71.4
Supported living 5 17.9
Residential placement 2 7.1
Degree of learning disability
Moderate 13 46.4
Severe 15 53.6
Medication
Antihistamines 10 357
Antidepressants 10 35.7
Antipsychotics 8 28.6
Constipation/stomach medication 7 25
Benzodiazepines 6 214
Antiepileptic 5 17.9
Vitamins/supplements 5 17.9
Contraceptive pill 4 14.3
Painkillers 4 14.3
Melatonin/sleeping tablet 4 14.3
Proton pump inhibitor 4 14.3
Other (including antidiabetic and thyroid treatments) 12 42.9

We were frequently in contact with our sites, who reported a series of other and
pandemic-related challenges:

e NHS clinicians were reluctant to get involved in research due to caseload pressures.

e Sites had multiple unfilled staff vacancies.

e Some trained therapists were lost at site due to redeployment due to the pandemic or an ending of
their employment contract.

e Sites noted that some participants were not eligible because they did not have a diagnosis of autism
but met all remaining eligibility criteria. Clinicians expressed concern about this and suggested that
all people with moderate to severe learning disabilities should be included, rather than just those
with autism.
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e Two sites told us that clinicians were not willing to assist with capacity assessments and help gain
participant consent because of increased work pressure.

e Two sites raised concerns about gatekeeping by clinicians (e.g. withholding information about the
study from participants who may be eligible).

e Many participants needed home visits when delivering the intervention which added to workload and
was resisted due to the pandemic.

e Two sites were affected by the ransomware attack on Advanced, an Information Technology (IT)
provider to the NHS responsible for electronic patient record systems. This caused challenges as
screening caseloads for eligible participants was no longer possible.

e Sites also cited challenges with delays because clinicians did not complete their GCP training in good
time, and associated delays due to a lack of sufficient staffing within NHS R&D departments.

Keeping the aforementioned challenges in mind, our average monthly accrual rate overall was 2.80, 95%
Cl (1.86 to 4.05), participants, which is likely to be an underestimate of the likely accrual rate in a future
study. The reason for this conclusion is that there were extraordinary circumstances that impacted this
study and, specifically, a global pandemic coupled with associated challenges. We noted that during the
final 3 months of the study, from July to September 2022, our average accrual rate increased to 6.33,
95% Cl (3.81 to 9.89), participants per month.

Coventry and Warwickshire Partnership National Health Service Trust

This site opened on 2 December 2021, and there were challenges with recruitment. The site was open
for 10 months, and we recruited eight participants. The first participant was recruited in April 2022. For
the initial 7 months, the monthly accrual rate was 0.29 participants per month, and increased during the
final 3 months to 2.00 per month.

Herefordshire and Worcestershire Health and Care National Health Service Trust

This site opened on 17 December 2021, and was open for 9 months. Five participants were recruited.
During the initial 7 months, the monthly accrual rate was 0.29 participants per month, and increased to
1.5 per month during the last 3 months.

Mersey Care National Health Service Foundation Trust

This site opened in April 2022. Eleven participants were recruited. During the initial 3 months, the
accrual rate was 1.33 participants per month, and during the last 3 months, this increased to 2.33
participants per month.

Leicestershire Partnership National Health Service Trust
This site opened on 4 August 2022, and a single participant was recruited. This site had a single trained
therapist who was able to provide the intervention and, consequently, this impacted recruitment.

Solent National Health Service Trust
This site opened on 6 September 2023. Three participants were recruited during this month, achieving
an accrual rate of three participants in < 1 month.

It was noted that the accrual rate at the majority of sites improved during the summer of 2022. During
the final 3 months of the study during this period, we recruited 19 participants, which is an accrual rate
of 6.33 participants per month.

Carers

We recruited 37 carers who also took part in the study and supported autistic participants with
moderate to severe learning disabilities. Nineteen carers were family members, while 18 were paid
carers. We recruited more carers than the number of autistic participants with moderate to severe
learning disabilities because we included paid carers, meaning that sometimes different carers were
supporting participants when attending intervention sessions. Following the completion of the
intervention, seven carers took part in our post-intervention interviews.
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Therapists

We recruited and trained 40 therapists to deliver our intervention across our five NHS Trusts. Seven of
these therapists (18%) did not complete their GCP training and therefore did not move forward to act as
a therapist during this study even though they completed the mandatory intervention training. A further
seven (18%) did not work as a therapist during the duration of this study. Therapists who did not deliver
the intervention most frequently cited that they were too busy with their existing workload to take part
in research or did not respond to further attempts to contact them. One therapist was re-deployed into
another role due to NHS staffing difficulties associated with the COVID-19 pandemic and was not able
to work as a therapist. Twenty-six therapists delivered the intervention to participants. The majority of
therapists were registered psychologists (37%), followed by assistant psychologists (23%), nurses (20%),
occupational therapists (7%), psychiatrists (7%), and trainee clinical psychologists (3%) and behaviour
specialists (3%). Eight therapists (31%) took part in our post-intervention semistructured interviews

(see Figure 4).

Eligibility screening

As part of eligibility screening, carers completed a semistructured interview to confirm that participants
met diagnostic criteria for one or more anxiety disorders (Table 29). Participants most frequently fulfilled
diagnostic criteria for generalised anxiety disorder (60.7%), followed by specific phobia (57.1%), social
anxiety (25%) and agoraphobia (21.4%). Carers also completed a measure of adaptive behaviour, the
Vineland Adaptive Behaviour Scale - 3 Domain Level version, and a measure of social difficulties associated
with autism, the Social Responsiveness Scale (SRS) (see Table 29). The average Adaptive Behaviour

TABLE 29 Descriptive data for the eligibility measures

Eligibility

Measures N % items missing 95% Cl

Vineland Adaptive Behaviour Scale-3, Standard Scores

Communication 28 0.18 35.04 (13.81) (29.68 to 40.39)
Daily living skills 28 0.27 32.54(9.91) (28.69 to 36.38)
Socialisation 28 0.8 37.86(11.26) (33.49 to 42.22)
Adaptive behaviour composite 28 0.42 38.21 (11.20) (33.87 to 42.56)
SRS-2

Social awareness 28 0 14.11 (3.47) (12.76 to 15.45)
Social cognition 28 0.3 23.39 (5.39) (21.30 to 25.48)
Social motivation 28 0 20.75 (7.15) (17.98 to 23.52)
Social communication 28 0 40.04 (8.22) (36.85 to 43.22)
Restricted interests and repetitive behaviour 28 0.3 24.46 (6.33) (22.01 t0 26.92)
SRS-R Total Score 28 0.11 121.76 (20.33) (113.37 to 130.15)
Anxiety diagnostic checklist % Meeting diagnostic criteria
Specific phobia 16 0 571

Separation anxiety 2 0 7.1

Social anxiety 7 0 25.0

Panic 1 0 3.6

Agoraphobia 6 0 21.4

Generalised anxiety 17 0 60.7
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Composite score for participants enrolled in the study was M = 38.21, SD = 11.20, minimum = 20,
maximum = 53, which was within the range of moderate to severe learning disabilities. The SRS Total score
average was M = 121.76, SD = 20.33, minimum = 76, maximum = 149, which is in the range associated
with the presence of autism, with all participants scoring above the cut-off of 75. The percentage of
missing items across the subscales of each measure was very low and ranged from 0% to 0.42%.

Intervention attendance and fidelity

Participants completed M = 9.64, SD = 3.65, minimum = 1, maximum = 12 sessions. On average,
participants who started the intervention attended 80% of sessions. Therapists completed a fidelity
checklist following the completion of each of the 12 sessions. The percentage of times each item was
endorsed by all therapists for each session is found within Appendix 8. These data are summarised in
Table 30 for each section of the fidelity checklist. The data indicated that the average number of total
items endorsed within each section of the checklist ranged from 88.23 to 99.54.

Outcome measures

All outcome data across all our measures are found within Table 31. The missing data rate across our
candidate outcome measures was low at baseline, ranging from 0% to 2.38%, and low at follow-up,
ranging from 0% to 1.56% of items. At follow-up, scores were lower (compared to baseline) on the
DBC-2 Self-Absorbed subscale (d = 0.63, 95% Cl 0.19 to 1.07), and the PAC Total score (d = 0.45,
95% Cl 0.03 to 0.87) and the PAC Depression (d = 0.65, 95% Cl 0.20 to 1.07) subscales. Further, the
frequency of aggressive and destructive behaviour (d = 0.65, 95% Cl 0.20 to 1.09) and stereotyped
behaviour (d = 0.50, 95% CIl 0.07 to 0.92) as measured by the BPI-SF was also lower. Considering the
design of the current study, it must be clearly stated that changes on our outcome measures over
time cannot be said to have been caused by the intervention; however, they are indicative of positive
change over time following the completion of the intervention. No adverse or serious adverse events
were observed.

Post-intervention interviews

Participants

Five autistic people with learning disabilities took part in a post-intervention interview using Talking
Mats about the experience of taking part in this study and receiving the intervention. Ratings of using
the effectiveness framework indicated that the participants were engaged and understood the issues
being discussed (Table 32).

The results of the Talking Mats interviews are found within Table 33. It was noted that not all
participants recognised the BEAMS-ID logo and one participant responded that they liked this, while

TABLE 30 Summary of the frequency of items endorsed within each section of the BEAMS-ID intervention
fidelity checklist

M percentage items endorsed (SD) Median percentage items endorsed

General session preparation 92.41 (6.44) 94.10
Coverage of the session plan 91.64 (7.17) 94.10
Understanding and accessibility 98.80 (2.39) 100.00
Interpersonal effectiveness 99.54 (1.45) 100.00
Engaging participants 99.08 (2.58) 100.00
Session content 88.23(10.09) 90.00
Inter-session tasks 87.82(9.16) 88.20
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TABLE 31 Descriptive data for all outcome measures

Baseline Follow-up

% items % items
Measures ] missing M (SD) 95%ClI N missing 95% ClI

Developmental Behaviour Checklist-2 Adult

Total 28 0.13 67.68 (5890to0 24 O 57.38 (45.26to  0.40 -0.02
(22.63) 76.45) (28.68) 69.48) to 0.81
Disruptive 28 0.14 14.32 (10.9 to 24 0 12.58 (8.53 to 0.20 -0.21
(8.82) 17.74) (9.61) 16.64) to 0.60
Communication and 28 0.36 14.71 (11.88to 24 O 13.13 (10.7 to 0.29 -0.12
Anxiety Disturbance (7.31) 17.55) (7.23) 16.18) to 0.70
Self-absorbed 28 0 16.14 (13.16to0 24 O 12.38 (9.37 to 0.63 0.19 to
(7.69) 19.13) (7.12) 15.38) 1.1
Depressive 28 0.27 6.54 (5.22 to 24 0 4.96 (3.02 to 0.32 -0.10
(3.40) 7.86) (4.58) 6.9) to 0.72
Social relating 28 O 9.93 (8.15 to 24 0 8.58 (6.67 to 0.42 -0.01
(4.59) 11.71) (4.52) 10.49) t0 0.83
PAC
Total 28 0.17 79.61 (7343t0 24 0.5 73.54 (65.67to 0.45 0.03 to
(15.94) 85.79) (18.65) 81.41) 0.87
General adjustment 28 0.3 26.07 (23.66to 24 O 24.71 (21.46to 0.33 -0.08
problems (6.23) 28.49) (7.69) 27.95) to 0.74
Psychosis 28 0 17.53 (1595t0 24 042 15.67 (13.68to 0.41 -0.01
(41) 19.12) (4.71) 17.65) t0 0.82
OCD 28 O 13 (11.52t0 24 1.19 12.17 (10.21to 0.20 -0.21
(3.81) 14.48) (4.63) 14.12) to 0.60
Depression 28 0 13.36 (11.74to 24 O 11.67 (9.98 to 0.65 0.20 to
(4.17) 14.98) (4) 13.35) 1.07
Anxiety 28 0.6 9.64 (8.55 to 24 1.39 9.33 (8.31to 0.05 -0.35
(2.83) 10.74) (2.43) 10.36) to 0.45

Behaviour Problems Inventory Short Form

Self-injurious behaviour

Frequency 28 045 3.68 (2.31to 24 0.52 3.08 (1.89 to 0.14 -0.26
(3.53) 5.05) (2.83) 4.28) to 0.54

Severity 28 045 4.43 (2.84 to 24 156 3.58 (2.11to 0.20 -0.20
(4.09) 6.01) (3.49) 5.06) to 0.61

Aggressive-destructive behaviour

Frequency 28 2.38 414 (2.52to 24 0.83 2.21 (0.09 to 0.65 0.20to
(4.19) 5.77) (3.12) 3.53) 1.09

Severity 28 2.38 5.96 (4.08 to 24 042 471 (2.33to 0.25 -0.16
(4.85) 7.84) (5.63) 7.09) to 0.66

Stereotyped behaviour

Frequency 28 0.3 12.32 (8.54 to 24 0 8.83 (5.41 to 0.50 0.07 to
(9.74) 16.1) (8.12) 12.26) 0.92
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PHASE 2: FEASIBILITY STUDY

TABLE 31 Descriptive data for all outcome measures (continued)

Baseline Follow-up

% items % items
Measures N missing 95% ClI N missing 95% Cl

Index of Community Involvement

Total 28 0.22 45.9 (36.06to 24 043 45.83 (37 to 0.01 -0.39
(25.36) 55.73) (20.93) 54.67) to 0.41
Domestic leisure 28 O 18.54 (15.53t0 24 O 19.13 (16.43to0 -0.10 -0.50
(7.75) 21.54) (6.39) 21.82) t0 0.31
Social 28 0.65 9.14 (6.37 to 24 114 9.42 (6.32 to -0.08 -0.48
(7.15) 11.92) (7.34) 12.52) t0 0.32
Community 28 0.12 18.21 (12.17to0 24 0.29 17.29 (1205to 0.15 -0.25
(15.57) 24.25) (12.42) 22.54) to 0.55

TABLE 32 Effectiveness framework of functional communication

Indicators 4, always 3, often 2,50/50 1, occasionally

Engagement 3 2

Participant’s understanding issue for discussion

Participant understands the activities aspect 3 2
of the topic
Participant understands that the activities are 4 1

about doing them BEAMS-ID intervention

Ir]terviewer’s understanding of participant’s 4 1
views

Participants - on track 2 3
Symmetry 3 2
Real time 4 1
Interviewer’s chill factor 4 1

another was unsure. The remaining participant did not give a response. Four participants indicated that
they liked the participant information booklets that were used during the intervention, with a single
participant responding that they were not sure. One person responded that they liked the break during
the intervention, while another again responded that they were unsure, with the remaining not giving
a response. Four responded that they liked their carer helping, and three responded that they liked
coming to the sessions. One person responded that they did not like coming, while another responded
that they were unsure. Four participants liked the Fear Ladder, with a single person responding that they
were unsure. One person responded that they liked learning about or experiencing anxiety during the
intervention, while four responded that they did not like this. Four responded that they liked making
choices during the intervention. Three were content to meet new people as part of the intervention,
while one responded that they were unsure. Four liked the rating scale used, including two others who
liked the adapted rating scale using Mr Men characters. All five responded positively about the use of
relaxation, and one responded that they liked talking about things that made them anxious, while the
remainder did not. Finally, all five responded that they liked the use of the visual schedule as part of
the intervention.
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TABLE 33 Results of the Talking Mats interviews with participants

Component Liked (N) Disliked (N) Not sure (N)
BEAMS-ID 1 1

BEAMS-ID

Behavioural Interventions to Treat Amaety in
Adults with Autism and Moderate to Severe
Intellectual Disabilities

Booklet 4 1

AUTISM AND LEARNING
DISABILITIES
WHAT IS AUTISM?

“autism When you are
autistic, your brain

works ina different
iy,

Autism is NOT a

D fisease or illness. But
) i
L with some things and
need support
Break 1 1
break

Carer helping 4

help

Coming to session 3 1 1

appointment

AN R AR R R e e

continued
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TABLE 33 Results of the Talking Mats® interviews with participants (continued)

Component Liked (N) Disliked (N) Not sure (N)
Fear Ladder 4 1

FEAR LADDER - example

Experiencing anxiety 1 4

anxious

Making choices 4 1

choice

Meeting new people 3 2

meeting people
it
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TABLE 33 Results of the Talking Mats® interviews with participants (continued)

Component Liked (N) Disliked (N) Not sure (N)
Rating scale 4
Rating scale e
good % bad
RC rating scale 2
| feel like

Today
Relaxation 5
relaxation
Talking about things that make 1
me anxious

blood test

A

Visual schedule 5

Today’s plan

R
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PHASE 2: FEASIBILITY STUDY

Carers
Eight carers took part in our interviews about participating in the research and the intervention. A
summary of the results, including supportive quotes, is found with Tables 34-38.

Research procedures: consent process and participant information booklets

Carers were positive about the process of gaining consent and the associated participant information
booklets, which were considered ‘straightforward’ by 86% and ‘helpful’ or clear by 86%. One carer told
us that they were unclear about the duration over which the intervention would take place. Two carers
mentioned that it was helpful to have contact with either the research team or the therapist, who
provided additional advice or information.

TABLE 34 Summary of the acceptability and suitability of BEAMS-ID research procedures as described by carers

Number
Theme Subtheme Example comment of carers
1. Consent process Straightforward Yes, very straightforward. 6
and information
booklet Helpful | thought it was very, very helpful and so did my 5
colleague ... We thought it was really helpful the
book, it gave us an insight into what the course was
going to bring.
Clear Yes. It was quite clear to me how it would work. 1
Reference point in fact, that we've still got them here and we still 1
look through them every now and again.
Unclear of duration I don’t think I, from the booklet, | thought that it 1
would be over a longer period. | got that it would
be 12 sessions, but | thought the 12 sessions might
have been over a 6 month period.
Acceptable Yeah, no problems. We had no problems. Yeah. 1
Helpful to have | think we had some telephone calls with one of 1
researcher contact your researchers and that helped a lot. And it was a
very open conversation. There was no time limit on
it. And | think we were able to give a lot of advice.
Benefit of therapist [practitioner] was really good at explaining it to 1
explanation [name of child]. He'd run through each question
with her and then explain it, answer any questions
and then ask her if she wanted to sign so | think
that was quite an easy process.
2. Meeting the Needs met in every way it met [participant]’s needs. 5
needs of the
participant Adapting to participant By adapting to the needs of the individual | think we 4
had more success.
Positive outcomes we had an outcome, a good positive outcome. Well, 2
2 actually because he had his blood test and then |
took him on the Sunday to have his Covid vaccina-
tion - straight in and out, no messing, so very good.
Needs not met The carer felt the treatment didn’t meet persons 1
needs as he is too complex.?
Unsuitable Carer didn't feel the treatment was suitable or 1
helpful for the person.?
Accessible materials (materials accessible to participant?) Yeah, 1
absolutely. Yeah.
Appropriate techniques some of the techniques suggested to be used with 1

patients with special needs are appropriate.
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TABLE 34 Summary of the acceptability and suitability of BEAMS-ID research procedures as described by
carers (continued)

Number
Theme Subtheme Example comment of carers
3. Meeting the Recognising carers’ [practitioner] realised that | was working as well and 1
needs of the carer other commitments that was what was helpful as well.
4. Outcome Repetitive questions | think it is very obvious that the questions being 3
measures asked twice in some cases in different areas as a
cross check. But then once you realise that you
think did | give the right answer.
Unrelatable questions | think some of the questions didn't relate to [YP 2
name] as well.
Difficulty answering sometimes that can be quite hard because you're 2
thinking ‘yeah he does do that but he hasn’t done
that for a while’ to try and give you an accurate
description.
Quantity | think the only thing for me personally was the 2
amount of paperwork and the amount of questions.
Response display issues You know when you've got 4 things to press and 1
it tells you at the top and when you go scrolling
through and think ‘oh | can’t quite remember’ so |
had to keep going back up.
Overthinking responses Sometimes you can think too hard about the 1
questions.
Finding time It’s just that sometimes the house can be so busy 1
and obviously the mail comes in and we just sort of
look at it when we can.
Acceptable ‘It was good.” ‘It was fine. 3
Easy They were easy, | think. There were some good 1
questions there.
Carers coming to a It was interesting having two people myself and my 1
consensus wife taking part because on the scale of 1-5, shall we
say, we weren't far apart but we were just hovering
between 2. So we came to consensus on that.
5. Randomisation Reservations of It depends how much time that would require and 2
within a future participation she enjoyed the sessions with [practitioner] but | was
trial asking a lot of work to be having the time off and so
that would be the side that | would struggle with.
Acceptable No problem, absolutely no problem, because | think 2
then we could work on what we didn’t get a chance.
Dependant on the I would if he can cope with it. It's all for him. 1
participant
Helpful So | think it would be immensely helpful if we could 1
do it, let’s say, in a year or two years’ time as well to
see what improvements we've made as well.
Acceptable if If the offer could be made if it is proved to be 1
BEAMS-ID offered successful and if you are willing to, we can then try it.
after RCT
Unwilling to participate No. I think I'm just too old now. | mean | did enjoy 1
that course with [practitioner] but I'd not have the
time, I'm sorry.
continued
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PHASE 2: FEASIBILITY STUDY

TABLE 34 Summary of the acceptability and suitability of BEAMS-ID research procedures as described by
carers (continued)

Number
Theme Subtheme Example comment of carers
6. Facilitators Open mindedness | was just ... to be honest, | was just open. Yes, I'll 3
and barriers of give it a go.
involvement
Interested | think | was quite interested to see what was the 2
point of the study as well.
Desire to learn more | wanted to continue to learn more about Autism 1
and how it related to [participant].
Desire to help others So partly to help others and help expand the sphere 1
of knowledge to help others in a practical way.
Worth trying I thought it was worth trying because obviously 1
nothing helped before.
a Issue with recording, researcher notes used.
TABLE 35 Summary of the experience of the intervention as described by carers
Number
Theme Subtheme Example comment of carers
1. Attending Adaptable to So we adapted the process to expose our daughter to this 4
therapy participant’s needs therapy for a smaller period, as we progressed and then let her
get on with the rest of the activities during that day.
Therapist [practitioner] was always on time, because [participant] has 3
responding to got a really big thing, he’s got high functioning autism and one
participant’s needs of it is that he lives by time ... he always knocked on the door
on the dot because he obviously got to know [participant] and
knew that he had to be there at that time.
Personalised And for me, it’s helpful to have somebody come to the house, 1
approach see our surroundings, see [YP name] and see what our
background is.
Initially daunting And | think at first it was daunting. It was like what type of is it 1
going to be? It was very down to Earth. | thought it was going
to be very Academic.
Session location We didn't just stay at the house. We actually went to, uh, 1
booked a room at the local hospital as well to see how [YP
name]. Because one of our problems was that [YP name]
doesn't like going out.
Participant | think she enjoyed them and looked forward to them so | don’t 1
enjoyed sessions think anything could have been done differently.
Informative for The information was given about the treatment, about autism, 1
participant about anxiety, how anxiety affects you and a lot of that was
put in a text that [name of child] could understand so it was
also good for her to know that she wasn't the only person that
had these issues and that there were people who would listen
and help so it was a good positive experience.
Positive No I think she got on very well with Jo and the whole experi- 1
experience ence actually. | think it was good.
Participant-led So it was just [participant]-led really, it was whatever he 1

wanted on the day.
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TABLE 35 Summary of the experience of the intervention as described by carers (continued)

Number

Theme Subtheme Example comment of carers
2. Attending Acceptable It was a good experience, | liked it, | enjoyed it actually. 3
sessions
Acceptable | think the materials were fine. 1
materials
1. Facilitators of Learning for carer you learn about how to calm, how to actually not react and 3
change/pos- don’t push her so hard and understand don't let the family
itives of the decide how she is going to react to things.
intervention
Appropriate (carers handbook) ‘Once you have got the examples of where 2
materials ... some of the things in here are very good.
Adaptability we found it difficult to apply some of the structure, but if we're 2
allowed, as we did in this case, to have flexibility, | think the
process is very good.
Including partici- Obviously they’re all different so it’s finding out what calms 1
pant’s interests them, what do they like and arranging their treatment for
things that they can understand; maybe they’re characters, or
a cuddly toy.
Enlightening | didn’t think he’'d want to be involved at all so that was nice 1
for me, that was enlightening.
Practitioner It’s enabled us to talk about it, and not to have to, you get 1
contact different types of professionals and to actually ask questions
as well, which | never would have done before | think yeah. So
talking to somebody, going through that process of changes
and saying it's not just the autism, it’s the environment as well,
and how we tackle it.
Individualised We really went through [participant’s] life. Like what he does, 1
and what he doesn’t do as well, and what improvements can
we do.
Acceptable It was brilliant. | liked it. | didn’t expect it to be so good. | am 1
quite impressed with it.
Therapist coming we changed from us going to the [location] in this case to the 1
to participant therapist coming to see [YP name] in her environment. | think
that really helped if you can do that for the therapist to see on
an ongoing basis the situation the young person lives in.
4. Barriers/ Unforeseen obviously it wasn’t a weekly thing because I think | was ill and 2
issues/chal- circumstances then [practitioner] was on holiday, that was the only thing
lenges of the really
intervention
Access to phobic we had to make do with a needle until we could get a nurse to 1
stimuli come out and show him the proper one
Issues of We were going to try to get him to get his haircut at the 1
medication Barber, but because of the medicines, there was no way we
could do that.
Adapting to suit It seemed to me it was fitting something that is quite flexible, 1
participant and more kind of nebulous thing into those structured way of
working that didn’t at first didn’t quite fit, working around it
and getting it to fit the situation.
Quantity of (carers handbook) ‘It takes quite a lot to take it all on board'" 1
information
continued
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TABLE 35 Summary of the experience of the intervention as described by carers (continued)

Number
Theme Subtheme Example comment of carers
Participant focus (relaxation/adapting strategies) ‘It’s getting her to focus isn’t it, 1
| think
Use of fear ladder But we did find this a little bit hard ... That would be a bit more 1
problematic to organise in a real world environment, on a
spreadsheet or a suggestion list it sounds viable.
Differing beliefs The carer felt the treatment assumed that there was a reason 1
behind person’s behaviours, but the carer felt that there wasn’t
for this participant and that his behaviours are irrational.?
Lack of participant They felt the treatment didn’t have enough questions for the 1
involvement person.?
Challenges They mentioned the therapist said they didn’t think the 1
between therapist treatment was suitable for the participant but didn’t give a
and carer reason despite the carer asking.?
Not meeting goals ‘it was just so unfortunate that he just wouldn’t have them 1
vaccines’.
Short-staffed obviously we are a care home and sometimes we are a bit 1
short of staff so there was | think a couple of occasions where
my colleague couldn’t make it and | couldn’t make it.
Time-consuming it was a bit time-consuming at times, especially when we were 1
having a really busy day or anything can happen, can't it.
Less suitable | did wonder if somebody else, maybe in a home and they just 1
for participants had carers popping in whether they would still get the same
without constant benefit that [name of participant] did because obviously at
support any point that [name of participant] was getting anxious, | was
able to go ‘come on, do breathing’ and other people might not
have that.
a lIssue with recording, researcher notes used.
TABLE 36 Summary of suggested intervention improvements/revisions by carers
Number
Theme Subtheme Example comment of carers
1. Number of Longer period We could do with more time ... So 12 weeks. | don’t think it 1
sessions was enough. | think maybe a couple of more months and then
maybe we would see a much more difference.

Flexibility of duration we had this intense 12 weeks or 12 to 16 weeks, maybe 1
if you could have a little break and see whether or not the
improvement that do one improvement have a break and
then go back to it.

Appropriate number | think it was the right amount of sessions. | think 12 over 12 1

and duration weeks for [participant] it was enough.

Shorter sessions | did think they went on a bit too long in the beginning 1
because it was like 2 hours of time ... and we'd get maybe
approaching an hour and | could see [participant] starting to
lose interest.

2. Intervention Observing partic- And maybe | should have suggested that [practitioner] could 1

ipant in different
environments

go and see him at the farm, to see just generally what he does
and all that stuff ... Because his behaviour does change.
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TABLE 36 Summary of suggested intervention improvements/revisions by carers (continued)

Number

Theme Subtheme Example comment of carers

Further adaptation I think it would be difficult for [participant] to go through the 1
process again to be truthful. Unless it was adapted. We could
try adapted breathing techniques or something like that with
an actor so somebody.

More practitioner- The carer wanted the therapist to have more one-to-one time 1
participant one-to-one with the person and ask them why they do things they do.?

No improvements | can’t say there was anything about the course that we 1
required didn’t like.

Managing expectations maybe a bit more warning for that might have been welcome, 1
of workload but I think that’s more a case of I'm very busy and trying to fit

everything in was hard.

More information for Maybe, to educate parents more, to be honest, because it 1
carers all starts from us more than them, | think. The better we
understand the better we can support them, | think.

a Issue with recording, researcher notes used.

TABLE 37 Summary of the outcomes of participating in the BEAMS-ID intervention as described by carers

Number
Theme Subtheme Example comment of carers
1. Lessons Increased I've never known anything about autism before she was 2
learnt understanding of diagnosed ... | didn’t understand and | didn’t know how to
autism deal with it to be honest. | think [practitioner] helped me
understand a lot.
Improved Sometimes where you had to record the ABC charts it did 2
responses make you see things differently and you to react differently
and actually to react better ... it did actually make you better
at dealing with situations.
Consistency Consistency. Just keep going back and getting him used ... it's 1
all about being consistent and just keeping calm.
Having resources keeping the visuals and the packs so it’s close and ready to 1
to hand hand and we do the relaxations.
Working around if he didn’t want to listen that day just waiting for the 1
the participant opportunities when he’s open to listen.
Finding solutions And that’s what the study’s helped me to do, is look for a 1
solution.
To question To question a bit more! 1
Open-mindedness to be a bit more open minded up, this is what’s going on and 1
what do we do.
Improved I thought ‘I'm never gonna teach her this’ but after a couple 1
understanding of sessions and some patience [practitioner] was quite
of participant’s surprised when he came back and he could see how well she'd
ability improved.
continued
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TABLE 37 Summary of the outcomes of participating in the BEAMS-ID intervention as described by carers (continued)

Number

Theme Subtheme of carers

Example comment

64

2.

Impact and
future inten-
tions

Use of relaxation
strategies

Keeping self-calm

Self-reflection

Increased
understanding
of participant’s
anxiety

Participant
progress

Intention to
continue with
strategies

Increased
understanding

Increased
confidence

Increased
awareness

Benefit of differ-
ent perspectives

Improvements for
family

Improved
responses

Alternative ways
of thinking

Intention to
question more

Improved
participant
communication

Desire for
improved partic-
ipant emotional
regulation

| think we both took out from the practising the relaxation
the benefits of that and the muscle tension exercises ... | think
that was really, really good and | think we both got something
out of that that we could keep forever.

| just have to remain calm. And | think that’s what I'm working
on myself as well. Now, just to keep calm and not to worry as
well.

I looked at my own behaviour as well. | do. I've realised now.
| get anxious when | go out with [participant]. So that’s one
thing I'm tackling at the moment.

It was a cold day but [participant] hands were warm. After
this event on the way back she held my hand and her hand
was cold ... So that is something we hadn’t noticed before. So
just by concentrating on this it’s helped us to do this.

What's changed for me - | was gobsmacked that he actually
had the blood test done on the 12th session. We didn’t think
... and then [ took him for his Covid and that was just, touch

wood, really stress free ... so for me that was very, very good.

Keep using the things we have to use. I'll definitely keep up
with the relaxation techniques for him.

it helped [participant], but more helped me to understand
how to react and how to interact with [participant] better.

| think definitely we've become more confident, me and
[participant] have become more confident with the BEAMS
studly.

It’s like it’s raised awareness. So you notice things more,

you don’t notice things if you're not in that frame of mind. |
think that is positive as well. When you are aware of what is
happening for [participant].

| do feel that the study has helped us immensely from that
point of view as well. Just talking to somebody outside of the
family and just getting their perspective as well.

So we're doing little baby steps, | think, but it still is making
improvement in our lives.

| react better to her. I've noticed that actually If | don’t react
and | just give it time her mood changes better quickly.
Quicker.

And then also us thinking outside the box and saying to the
doctor, why can’t you come to the house ... And so, the doctor
came to the house, no problems whatsoever.

| think we'll definitely question things more.

she is better at telling me when she gets to the point when she
can’t cope with anything. When she wants to be left alone. Or
the ones she doesn't like.

My hopes are that she will start to control her temper better.

1

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/MWTQ5721 Health Technology Assessment 2024 Vol. 28 No. 72

TABLE 37 Summary of the outcomes of participating in the BEAMS-ID intervention as described by carers (continued)

Number
Theme Subtheme Example comment of carers
No significant (change for you and participant?) ‘Not really. It's changed 1
changes a little bit for [participant] around some of his behavioural

issues but we've already had then so the answer to your
question is no, not really’.

Unable to achieve I don’t know because | sort of got it into my head that that 1
goal was [participant]s last sort of help to try and get him to have

the vaccines and without that help from [practitioner] | just

don't think that will ever happen.

Applying BEAMS the music/singing teacher ... has started using some visual 1
strategies prompts to allow [participant] to express her mood ...

[music teacher] has also now lays out various booklets that

[participant] is used to allow [participant] to choose the way

the sessions will run ... This has proved very successful and

improved [participant]'s engagement with the sessions ...

this is a direct consequence of applying some of the actions

referred to in the BEAMS research project.

Benefits of The reduction of Aripiprazole has in [participant]'s case 1
medication improved her presentation in terms of anxiety, engagement,
reduction ‘enjoyment of life’ (improved happiness, smiling etc.) and

ability.

TABLE 38 Summary of the experience of the therapeutic relationship as described by carers

Number
Theme Subtheme Example comment of carers
1. Experience of Positive rapport [participant] had a really good rapport with [practitioner] 6
the therapeu- which really helped as well, finding the right practitioner to
tic relation- suit.
ship
Feeling supported Yes, definitely ... And | think it was very helpful as well to 6
know that you’ve got somebody who you can, you know, you
know that can come on Thursday and like, you say, this is
what happened and what do we do from here? Yeah.
Positive | think [practitioner] was absolutely brilliant. He was calm, he 4
attributes was considerate.
Benefit of the So I think it’s good to have the right practitioner maybe as 1
right practitioner well which helps so yeah, | was quite surprised with how we
went through and how we were feeling.
Good If we couldn’t make meetings we'd keep in contact. 1
communication
Benefit of having It’s just nice to have somebody on the other side to talk to, a 1
a professional to professional who and isn’t going to talk about medicines and
discuss with isn’t going to talk behaviour, and just says what's adaptable
for your family at this time as well.
2. Ability to Comfortable Yes he was very easy to talk to and you never felt silly asking 5
raise con- any questions. So very good.
cerns and ) o )
questions Questions | think it's more about what was going on with the medicine. 1
outside of
research
3. Improving No improvements No. I don’t think so. She did the best, | think. 6
support
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Research procedures: meeting participant and carer needs

Five carers (71%) shared the view that the research procedures meet the needs of autistic participants
with moderate to severe learning disabilities, and four (57%) went on to discuss how adaptations
helped with ensuring that need was met. Carers tended to shift to talking about the intervention
when discussing whether the research procedures met participant need. One carer commented that
participant need was not met due to their complexity and felt that aspects of the intervention were
not suitable. However, others noted that the materials were accessible, and the techniques used were
appropriate to meet needs and carer needs were met.

Research procedures: outcome measures

While 57% carers who were interviewed reported that the outcome measures were acceptable and

easy to complete, others found some of the questions repetitive and had difficulty answering because
some of the questions may not have related well to the participant. One carer suggested that they had
difficulty with finding time to complete the outcome measures, while another suggested that responding
to the questions prompted some overthinking of responses. This needs to be balanced against the
finding that all carers completed all the measures, and the rate of missing data was low.

Research procedures: randomisation in a future trial

Carers were positive about randomisation within a future trial, but some expressed some reservations.
One person commented that they were ‘too old’, while another commented that they would need to
take time off work, while a further suggested that it would depend upon the needs of the participant
at the time. While these were responses given to questions about randomisation, these carers

tended to make reference to taking part in a further study rather than explicitly comment on whether
randomisation was acceptable.

Research procedures: facilitators and barriers

Carers reported no barriers. In terms of facilitators, they reported approaching the research with an
‘open mind’ coupled with an ‘interest’ in understanding the study. Further, they spoke about a desire to
help others and learn more, and considered the study ‘worth trying’.

Intervention: attending therapy and sessions

Cares were positive about attending therapy and the sessions. Multiple carers commented that the
intervention was adapted to meet participants’ needs and that the therapists responded to participants
needs. Three carers stated that attending therapy was acceptable. Others made comment that it was a
positive experience, and the participant enjoyed the sessions, which were said to be informative. One
carer commented that it was initially daunting but found the intervention to be ‘very down to earth’.

)

Intervention: facilitators

Carers spoke about a series of intervention facilitators, which included carer learning, the use of
appropriate materials and making adaptations, such as including participant interests in the therapy
process. The therapist and their approach were also considered to be a facilitator by carers; this included
the opportunity to spend time with the therapist asking questions, and the therapist making adaptations
to meet participant need.

Intervention: barriers

There were a series of practical issues that were raised by carers as potential intervention barriers.
These included unforeseen circumstances (e.g. illness and holiday) and issues with paid-carer staffing
levels. Carers also spoke about difficulties with access to appropriate materials, the quantity of
information they were given, time-related issues, and issues with adapting therapy to meet needs,
including engaging the participant more. One carer commented that making use of the Fear Ladder with
one participant was challenging, while another commented that carers and the therapists may have
differing beliefs about the causes of behaviour which may cause issues with the implementation of the
intervention. Another carer mentioned that they wondered whether the intervention would be suitable
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for participants who do not have constant support due to the important role that carers had in the
delivery of the intervention.

Intervention: improvements and revisions

One carer commented that they would have liked the intervention delivered over a longer period, while
another carer commented that they would have liked shorter sessions. Another commented that the
number and duration of the sessions were appropriate. This reflects the diversity of need amongst

this population. One carer suggested that more information for carers would be helpful, while another
commented that further adaptation to the breathing exercises might be helpful if they were to receive
the intervention a second time. One carer commented that managing the expectations of the workload
associated with the intervention was challenging, while another carer commented that no improvements
were needed to the intervention.

Intervention: outcomes

Carers were positive about the outcomes associated with the intervention. They spoke about having
an improved understanding of autism and anxiety, ability to respond to anxiety, consistency and
access to resources. They also reported learning to question and be open-minded, while having

an improved understanding of participants’ abilities, and an ability to use relaxation to help calm
themselves. Considering impact, carers spoke about participants making positive progress, along with an
increased understanding, awareness, and confidence in managing participant anxiety, and an improved
understanding of participant communication. One carer mentioned that there had been no significant
changes for the participant, and this same participant commented that they were unable to achieve
their therapy goal. Another carer commented that taking part in the intervention was associated with a
reduction in antipsychotic medication.

Intervention: therapeutic relationship

Carers were positive about the therapeutic relationship that they had with their therapist. Eighty-six
per cent of carers commented that they had positive rapport with their therapist and stated that they
felt supported. They mentioned the value of good communication, being able to raise concerns and ask
questions, and positive therapist attributes, such as being calm and considerate. One carer commented
that they felt that the participant did not make improvements, but thought that the therapist ‘.. did the
best, | think'.

Therapists

Eight therapists took part in our post-intervention semistructured interview. A group of therapists
from one site also provided additional feedback via e-mail which was included within our analysis. The
findings are summarised within Tables 39-43.

Acceptability and suitability of BEAMS-ID

Findings relating to the acceptability and suitability of BEAMS-ID are found within Table 39. Therapists
were of the view that the intervention was suitable for autistic participants with moderate to severe
learning disabilities, although one therapist commented that it may not be suitable for all cases, or may
be more suitable for certain presentations. Another therapist mentioned that offering interventions

to people with moderate learning disabilities is more challenging relative to those with mild

learning disabilities.

Therapists were also positive about carer engagement, and commented that carers were motivated,
engaged and enthusiastic. Two therapists who were interviewed commented that carer engagement
surpassed initial expectations. Some of the therapists mentioned that resistance to change, a reduction
in engagement, and a lack of comprehension were potential issues.

All of the therapists were positive about the intervention meeting the needs of the participant, and
commented that the intervention met needs. Moreover, they all described positive outcomes for
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TABLE 39 Summary of therapist views on the acceptability and suitability of BEAMS-ID

Theme

1. Suitability

for the target

population

2. Engagement
and under-
standing of
carers

3. Meeting needs
of the patient

Subtheme

Suitable

More appropriate

for specific
phobia

Not appropriate
for all cases

Helpful

Challenges of

working with this

population

Understanding

Motivated

Engaged

Proactive

Enthusiastic

Surpassing
practitioner
expectations

Challenging
attitudes

Resistance to
change

Reduction in
engagement

Lack of
comprehension

Benefited

Example comment

Yes definitely. It's definitely worked.

And | think for a lot of the people that were finding it
to be quite successful, it was more of the desensitisa-
tion to, um, to needles or different phobias.

| think maybe when the goals are a little bit more
abstract. And maybe when there’s other factors that
need addressing, first, it didn’t necessarily feel that
appropriate.

| think for some people it’s really helpful.

Because they all had moderate learning disability, their
ability to cognitively to understand a lot of everything
going on. They may not be that easy to, you know,
enact if it was someone with mild learning disability,
for example.

the carer grasped the information very quickly.

I had a particularly positive and motivated client and
carer. Which really helped.

And they seemed to be really engaged and really
wanting to be involved in the therapy

It was quite good in terms of him, the carer anyway, he
was very proactive. He'd take a good initiative to do all
the work.

He was very enthusiastic. He was. In fact, he took a lot
of the lead.

their response was much better than what | was
expecting, they responded very positively.

And carers being, like, it doesn’t really affect her life.
And obviously if people around you have got that
attitude, and if this is the case. It's very tricky to then
sort of continue with the sessions in the way that they
are structured according to the manual.

That we're really resistant to changing the way they did
things. Again, hearsay would be like, you know, we've
always done it this way, this isn’t going to work.

So they maintained engagement throughout | would
say, but | would say it dipped slightly ... Probably
somewhere in the middle, when it became more
challenging for [participant] and | think it also became
more challenging for them.

Dad struggled to use the ABC chart and again this
would have taken a number of sessions to get him to
use it as directed - he would write things down about
what had happened but struggled to structure them as
requested. Likewise with the rating scales.

Yeah, and she got some really positive outcomes and it
worked really well for her.

Number of
practitioners

8
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TABLE 39 Summary of therapist views on the acceptability and suitability of BEAMS-ID (continued)

Theme

Subtheme

Adapting to meet
needs

Needs met

Appropriate
intervention

Achieved goal

Independent
development

Positive
experience

Developed
understanding

Additional time

Lack of
investment

Required a more
person centred
approach

Strategies for
future use

Validation

Needs not met

Lack of
understanding

Positive
engagement

Example comment

So, we just adapted that. So, he held his nose when he
breathed out of his mouth, covered his mouth when he
breathed through his nose.

| believe it did meet the needs of participants, given
how the treatment was delivered in a format that they
could easily access and understand most of what was
said to them.

Yes, it felt like the right intervention for this client.

She managed every step of her fear ladder and she
was spontaneously using the strategies she got to day
service and she continues to go to day service. So she’s
going a day a week. Bearing in mind when we started,
she wasn't leaving the house at all.

And it just became quite organic, like it was just
growing. You know, it didn’t need me to sort of say that
it just, it was going to happen. They knew what to do.

she just wanted to do more because she found it was
straightforward and very rewarding, and was pleased
with her progress, and she was excited to do more.

It answered a lot of the questions that [participant]]
already had about her needs, about the nature of
anxiety, mental health.

| did put a little bit of extra time into the sessions
because she would want to sort of discuss her week a
little bit ... And | think she really valued that.

the investment to do something like graded exposure
wasn't there.

| think her experience of that bit was maybe quite
negative. Until we sort of restructured it to be a little
bit more person centred.

To try and integrate relaxation into the participants
life - I think that that was helpful and something that
can be taken forwards.

And for somebody that you know would quite often
reiterate that they felt like they weren'’t listened to and
that they were always in trouble and always blamed
for things exploring those difficulties with a carer who
could then be like, oh, that makes a bit more sense. |
think was very validating for her.

a lot of the more presenting needs were anxieties
around physical health difficulties at the time, a lot of
medication changes happening. And just, generally,
very high anxiety, and dysregulated emotions, but not
necessarily because of anything specific.

I'm not sure really how much the client or the
participant actually absorbed it.

He engaged really well with the preference assessment,
that was really good.

Number of
practitioners

continued
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TABLE 39 Summary of therapist views on the acceptability and suitability of BEAMS-ID (continued)

Theme

4. Meeting needs

of the carer

5. Appropri-
ateness of
materials

Subtheme

Helpful

Benefited

Developed more
understanding

Valued

Not meeting
expectations

Participant
progress

Unable to
determine

Worked well

Supported

Accessible and
amenable

Carer-led

Intention to use
strategies with
other patients

Appropriate

Acceptable
manual

Visual resources
not appropriate
for participant

Participant
unable to
comprehend

Example comment

Yeah, because Mum needed something clear. And |
think the fact that it was structured, and she knew it
was 12 weeks, gave her something solid to hold on to,
like, okay, this might improve things, you know, in 12
weeks. So that was helpful for her.

| think that it maybe gave her a footing, a sure footing,
to be able to challenge [YP name], where perhaps she
wasn'’t challenging her before. And it does generate a
sense of coping within the household, like not reaching
out to others, not looking for medical interventions.

And she’s since said to me, this has been really pow-

erful because | understand things | never understood
before and I'm able to support my daughter in a way
that | couldn’t before.

| think they appreciated some of the depth we were
going into. The opportunity to discuss some of those
specifics. They were really quite bought in at that
point.

| think their expectation probably is not what BEAMS
would be able to achieve for them.

And this area of separation from parents has allowed
her then to gain a bit more independence, which is kind
of what the parents would have liked as well.

Very hard to say because | saw, pretty much, a different
carer every week, to be honest.

worked well for the carer

And | think, you know, they did feel really supported by
the therapy by the intervention.

It’s very accessible and amenable to the people and
their carers.

And the psychoeducation bit became just a really
healthy opportunity to just kind of ask around what
she wanted to ask around and it wasn’t me leading it
as much as anything.

He's even talked about (and | don’t know if he’s neces-
sarily allowed) but certainly some of the behavioural
elements to take that forward, obviously with this chap
as well but also for the other guys that are living in the
house.

Yeah, yeah, they were appropriate so | didn’t need to
make any changes.

| thought the manual was quite comprehensive and
clear, | think, with what was required.

| don’t know how much he really engaged in terms of
the visuals. Didn’t really seem like he needed those, like
it wasn'’t obvious that he needed those.

That's the bit I'm not sure it was pitched properly for
him, given his level of ability.

Number of
practitioners

5
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TABLE 39 Summary of therapist views on the acceptability and suitability of BEAMS-ID (continued)

Number of

Theme Subtheme Example comment practitioners
Appropriate for They really liked the carers booklet. That was kind 2
carers of given to them in small sections and they really

appreciated that, that that booklet was divided up.
Helpful I think having sort of the carers handbook and those 2
resources were really helpful.
Resources not | used some of the like the ‘yes’ and the ‘no’. Although 1
appropriate for she didn’t use them. | tried to use them, but she didn’t
participant like to choose, and | think that was just her.
Creating addi- I made quite a lot of sort of ... not really resources, but 1
tional resources a lot of different symbols that just weren't there, but
that’s to be expected.
Appropriate | think what you've already used already were fine, 1
measures yeah.
Manual lacked sometimes, the actual manual itself didn’t provide 1
information enough resource or enough information there to adapt
it to my patient.
Helpful to have And it was good to have them because they are 1
physical copies time-consuming to create, aren’t they?
Accessible It was, yeah, but materials were accessible. 1
Intervention maybe that treatment summary was probably the less 1
summary less kind of adapted of the materials.
adapted
6. Acceptability Need for following the steps is okay as long as it is a professional 2
of the inter- experience with that understands learning disabilities.
vention for LD
practitioners
Challenging it did a lot of the time feel like | was hitting my head 1
against a brick wall.
Ease of delivery But it was very easy to follow for someone like me who 1
hasn’t delivered the intervention that much.
Balance of It’s nice as a professional to have that balance between 1
instruction and some instruction and, you know, some guidance and
professional some parameters. But being allowed a little bit of that
judgement professional judgement to kind of bring those things
in that you kind of know and that awareness of the
individual.
Benefit of And there’s lots of that very person centred asking 1
person-centred about what motivates people and things like that. So
approach yeah, really enjoyed that.
Clear structure The structure of the project was very clear and 1
organised.
Practitioner In terms of time, BEAMS is a significant commitment 1
commitment for clinicians. Suggest that BEAMS trained clinicians
take on only one BEAMS client if they are also to
maintain their usual work.
Worthwhile A feeling that this is a worthwhile intervention. 1
intervention
continued
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TABLE 39 Summary of therapist views on the acceptability and suitability of BEAMS-ID (continued)

Theme

7. Using BEAMS-

ID with future
clients

8. Acceptability
of randomisa-
tion within a
future trial

Subtheme

Valuable
experience

Appropriate

Intention to share
techniques/
strategies

Useful if flexible
and adaptable

Useful

Dependent on
need

Dependent on
carer

Extending
training to other
professionals

Accessible

Beneficial

Acceptable

Acceptable if
shown to be
beneficial

Requires clear
eligibility criteria

Assumption it
would not influ-
ence outcome

Interesting
to compare
outcomes

Example comment

Appreciative of the opportunity to be involved in LD
research - something we are really wanting to promote
the importance of.

I would be more than happy to deliver it again to those
with anxiety problems because | think it works really
well and in my experience it has.

I'm even drawing on the materials from it now, you
know with other clients.

And | just think realistically, when you’re working with
learning disabilities and autism, the flexibility you
need to apply is always going to make it really hard to
follow research to a tee, but when it's out there as a
generalised intervention, or if it is and you can apply
that sort of more clinical judgement to it and be more
adaptable and flexible without affecting research
fidelity, then that would be really helpful.

| think the program itself might have been quite useful
down the line.

Not general anxiety problems, no. | would say almost
definitely not for that.

Yes, without a doubt. | think the condition is that
there’s a carer who's reliable, engaged consistently and
going to fully partake and understand what we're doing.

I wonder whether there would be scope to extend the
project further, to include delivery of the BEAMS-ID
training to healthcare professions, both NHS and
private care homes, using the materials and knowledge
within BEAMS-ID.

| could happily imagine some of the nurses doing this
and it’s accessible the way it’s designed, is accessible,
which is good. Yeah.

| think it probably would be helpful to know whether
there is a tangible difference between the two.

| think ultimately, | have no issues with that. | think it
would probably be worthwhile.

| think having very clear identification for the necessity
of BEAMS, | think there’s 100% a place for it. But the
random allocation would have to be based off of, you
know, actually there is a really clear benefit of BEAMS
in this situation.

| think that there’s such a benefit to some people. That
yeah, you know, it should be quite positive. But having
it being a really clear eligibility criteria | suppose.
Would be sort of a key thing.

| think for my patient, | don’t want to say, but it may. |
think it wouldn’t matter for her.

It will be interesting to know, sort of, if the structure
of BEAMS would have helped her develop something
like, you know, and whether treatment-as-usual would
have been any different.

Number of
practitioners

1
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TABLE 40 Summary of therapist experience of participating in training

Number of
Category Theme Example comment practitioners
1. Therapist Helpful the training was really helpful. 5
training
Opportunity to The frequent opportunity to ask questions was really useful. 4
ask questions
Positive Yeah, | remember it being quite a positive experience. 4
experience
Interactive And it was quite interactive, which | enjoyed. 3
Recapping there’s a lot of overlap actually ... between some of the concepts 2
of themes and some of that graded exposure work that I've done
previously. So it was really, it was kind of a recap in some ways.
Furthering it went probably a bit beyond what I'd done, in the previous piece of 2
knowledge work that I've done. And so it was nice to kind of learn in a bit more
detail.
Sufficient I think from my perspective, yes. | felt as though | kind of under- 2
stood the core principles and yeabh, | felt it was, it was enough.
Benefit of prior But given my psychology background, | think that really helped as 2
experience well. And my kind of knowledge on learning disabilities and autism
already, helped a lot.
Collaborative It felt like very collaborative training. 2
Accommodating  And then we were able to sort of find a time that fit us, which was 2
really considerate actually for us to do the training online.
Benefit of It was helpful because the people | trained with were people | knew. 2
knowing group
Lacked but not necessarily how to manoeuvre the barriers that were 1
guidance on created because of the circumstances.
dealing with
challenges
Clarifying I think going over the understanding of different types of reinforce- 1
strategies ment, and clarifying that, was quite helpful.
Too fast although | had some knowledge of the treatment, but because | 1
don't do it a lot of it in my line of work, | thought perhaps some of it
was a bit too quick, for me anyway.
Solutions to But it was nice to actually have a few examples of what we might 1
challenges expect and what challenges we might face. And how then we could
move forward and try and manage those challenges. So that was, |
think, that was really helpful.
Duration The only thing was, it was just a little bit of a gap between that and 1
between then starting the study.
training and
study
Meeting needs the visual schedules and we looked at, we thought about people’s 1
to support level of communication need. And how it can adapt to that and help
engagement them engage better with the intervention.
Benefit of small And it was also nice that it was quite a small training group. Which 1
group always gives people more of an opportunity to kind of participate.
Benefit of So we came at the training from a slightly different perspective. It 1
different was quite nice to hear
perspectives
continued
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TABLE 40 Summary of therapist experience of participating in training (continued)

Category

2. Therapist
benefits/
professional
development

Theme

Uncertainty of
feeling prepared

Engaging

Well explained

Over-prepares

Wider research
initiative

Useful
discussions

Enjoyable

General

learning

Beneficial

Doing some-
thing different

Implementing
learned skills

Reflection

Seeing progress

Enlightening

Positive
experience

Example comment

I'm hesitating because I still felt that | didn’t fully grasp the treat-
ment until I'd really thoroughly read the manual. And | don’t know
whether that was about the training not preparing me, or whether
that was about me not being ready for the training when it came.

Training was engaging.

The rationale through different approaches in therapy were well
explained.

The need to gather data and how data is being gathered was well
explained.

| think actually, that the training probably (it’s not that it’s a bad
thing), but it over prepares you because it tells you about everything
that you might possibly need to know about using the treatment.

So you felt like you were part of a much bigger picture and you
know, going into deliver the therapy you could see how it fitted with
the wider research initiative.

The thing that stands out for me most of all, | think was the journey
into getting informed consent and the conversations we had back
and forth about do we need to do anything else?

| found it very enjoyable.

Yes, | feel knowledgeable about graded exposure and working
directly with the individual as well as working indirectly with the
carer.

As well as being involved in research which for someone who
aspires to go on to a clinical doctorate is a really positive thing, and
something that I've been really kind of honoured to be a part of.

the sessions were really good from my point of view because it's not
something | do regularly, so for me it’s something quite fresh and
different to what | do.

the fact that our psychologist has now done the BEAMS study |
think it would be really beneficial for us to work together and focus
on more of a behavioural approach to anxiety because we've both
seen that actually it really works.

And so | think it gave me cause for reflection on my practice and
how I might still sometimes rush towards an outcome without
necessarily considering all the basis to that.

just really, really enjoyed seeing them being able to get over
something that is quite life limiting.

it's opening up our eyes to a few things that we're gonna do
differently.

And so overall | found it really positive, and | got a lot out of it both
from a kind of personal perspective, but also in terms of my training
and my understanding of psychology in the LD population.

Number of
practitioners

1
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TABLE 41 Summary of practitioner experience of delivering the BEAMS intervention

Category

Theme

Example comment

Number of
practitioners

1. Session timing Longer sessions | added time at the beginnings of sessions to allow for 7
and frequency general discussion, which felt really important. | did have
to add time at the end of sessions.
Appropriate in terms of frequency, | suppose, weekly was ideal. 3
frequency
Appropriate length Yeah, but in terms of the actual ... length of sessions, | 1
think, yeah, that was probably just about right.
Session delays Frequency, that’s very tricky, because things were 1
constantly happening that meant sessions were delayed.
Carer commitment | think we found that it’s quite a commitment for her mom. 1
It was quite a big commitment for [mum’s name]. | think
that it got to the point where she was having to take time
off work to do the sessions and it was a little bit more
tricky.
Sessions too long When seeing clients, particularly those with LDs, and 1
especially when seeing them within their own homes (as is
often the case in community LD services), a 2 hour session
is too long.
2. Experience of Positive experience I had a really positive experience delivering the sessions. 7
delivering the
sessions
Ease And it went really straight forward, you know relatively, 3
without any hiccups for me.
Time-consuming I had to generally add at least half an hour/to an hour to 1
my BEAMS sessions, which meant that they would sort of
take up a whole afternoon. Plus the resource preparation.
Seeing progress | kind of knew what the program looked like, but it still 1
surprised me that we made so much progress.
Enjoyable I really enjoyed delivering the treatment. 1
Useful structure the carer only sessions were very cleverly strategically 1
placed. I felt very useful.
Slow-starting so it was a bit of a mixture, it was off to a bit of a slow 1
start.
Bias in fidelity An element of bias in completing the sessions feedback 1
checklists forms when completing these ourselves - noticed wanting
to ‘appear competent’ in the intervention.
Supporting The last couple of sessions was just sort of being there 1
participant and with the client, supporting them, supporting the carer
carer
Low fidelity So I think it was about Session 6 onwards, the fidelity was 1
low with what was actually being asked from BEAMS.
3. Carerin- Positive he was really structured. He filled in all the ABCs every 6
volvement in involvement week for us, he was sending me photos in between each
sessions session of what they were doing. And e-mailing me
constantly ‘we’ve just done this!.
Mixed responses Very mixed, very, very mixed. So some were really positive. 1
Um, sort of really valued some of it.
Carer It’s very tricky because they weren't consistent throughout 1
inconsistencies the sessions. So maybe if it had been consistent, they'd
have constantly been a little bit more invested.
continued
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TABLE 41 Summary of practitioner experience of delivering the BEAMS intervention (continued)

Category

4. Facilitators
of successful
intervention

Theme

Valuable

Keen to progress

One-to-one
follow-up

Nervousness

Difficulty imple-
menting relaxation

Structure

Resources and
materials

Engaged carer

Carer
understanding

Additional support
Group supervision
sessions
Participant-led
Preference

assessment

BEAMS strategies

Research team

Fidelity checklists

Consistent carer

Example comment

And also having the space to think these things through
and have that reflection, and think about some of the
underlying reasons for things, and some of the more
proactive strategies, we're quite valuable.

But it felt like he was very keen just to get to ... putting the
fear ladder together and just doing the intervention.

she would then be removed from the session and then
the carer and me will then follow up with all the different
triggers and everything that had gone on so that she
wasn'’t sort of hearing it and then getting distressed,
because she does have a degree of understanding.

But what she was most nervous about, you know, because

the model itself, some of it fitted very easily and some of it

was a less comfortable fit as well, | want to say. And it took
longer for it to fit.

Dad also found these [relaxation work] ideas difficult and
was not able to do this with me.

| think having sort of the structure of sessions there was
quite nice. So even if the content within the sessions was
a bit skewed, having that consistency of session structure
made things a bit easier.

| think the study guide was so easy to follow, it was
well-written and | was able to just go ‘boom, boom, boom’
so it was good.

The carer, he was very proactive, very engaging and if he
wasn'’t so, | would have found it more difficult.

I was lucky enough for the carer to have a background in
kind of supporting people with learning disabilities and
autism ... Which really helped that process and allowed
me to kind of talk about things more quickly than | would
have if the carer was kind of less informed about those
concepts.

the three of us that were involved kind of gave each other
some peer support. So that was quite helpful.

Because it’s great having the group supervisions they were
really, really useful

And | think some of that is because we let him sort of lead.
So we very much followed his cue.

Just thinking about when we did the preference, | thought
that was really useful for him.

| think elements of the reinforcement strategy is the
specifically positive reinforcement was really helpful and
that was utilised throughout my time doing the interven-
tion with the individuals.

The research team were easily accessible and extremely
helpful throughout.

| suppose the fidelity checklists were ... They were helpful
as a little prompt ... it’s a reminder that it’s expected that
you would adhere to the treatment manual.

| did manage to get a consistent carer for a couple of
sessions, which was really, really helpful.

Number of
practitioners

1
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TABLE 41 Summary of practitioner experience of delivering the BEAMS intervention (continued)

Category

5. Barriers/is-
sues/challeng-
es of interven-
tion delivery

Theme

Intervention plan

Carers as the
expert

Time to explain
processes

Physical
environment

Support sessions

Research team
completing
measures

Check-in format

Flexibility

Using clinical
judgement

Carer sessions

Not
problem-focused

Timing of
intervention

Difficulty with
relaxation

Participant
characteristics/
behaviour

Carer attitudes/
beliefs

Iliness

Motivation

Number of
practitioners

Example comment

Yeah, | think the treatment plan was a really helpful thing 1
to do. | found that quite positive, | think the care staff

found that quite validating because a lot of it was coming

from them.

So it is sort of positioning them as, you know, them [care 1
staff] and the participant as you're the expert here and you

know, I'm not coming in as a researcher, you know, this is

very much supposed to be you. And that was quite valuable.

And when you had the chance to sit and walk someone 1
through that process a bit more the response generally
became quite positive.

he tolerated the sessions very well ... | think some of that 1
might be to do with the way the house is set up and him
having lots of physical space to move around.

it was helpful to have the in-between sessions, support 1
sessions.
| think it’s good that you do the measurements rather 1

than us ... Because | think that really can put people on
the back foot sometimes. When you first meet and you're
bombarding with measurements.

The check-in format worked really well. 1

whilst there were boundaries around it, so obviously had 1
to be true to the manual. There was some flexibility. So

you know if you need to do it slightly differently to get the

person to engage

That it was okay to use my clinical judgement and that 1
that was part of the process.

But it made an enormous difference to be able to step 1
away from the direct therapy intervention and look at it

more objectively and talk about it in terms of planning it

and how it’s going to be executed with, her mum the carer,

away from her directly. So that was very helpful.

| think that was one of the good things there. It wasn’t 1
problem focused.

Christmas like lots of; social, family, fun things to do. 1
Naturally occurring events became steps on the fear ladder.

things like breathing and progressive muscle relaxation for 6
an LD demographic, particularly with moderate to severe
LD, are really hard relaxation activities.

One thing that | found hard was just the client was 5
sometimes not always that engaging, | guess. And | guess
that their attention span was short.

Two main carriers who were involved in the therapy .... 3
They had quite different approaches. And that was very
much on a behavioural level, so it did affect the therapy.

Staff members were going off sick constantly. 3

And then really it became just trying to keep going and 3
really just to not go backwards or not to stop, and to

motivate them to keep persevering, even though we'd hit a

sort of a stumbling block.

continued
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TABLE 41 Summary of practitioner experience of delivering the BEAMS intervention (continued)

Category

Theme

Engagement

Different carers

Implementing
strategies

Carer commitment

Time-consuming

ABC charts not
completed

Practitioner
commitment

Study constraints

Lack of flexibility

Preparing
resources

Lack of communi-
cation with carers

Circumstances

Logistics

Session
interruptions

Developing fear
ladder

Fitting content in
sessions

Implementing
breaks

Example comment

| think the minimal engagement at the beginning and even
though | did try to sort of have a couple of engagement
sessions.

And | found myself almost having to re explain what
BEAMS was, once the intervention had started. Which was
quite difficult because the buy-in then, wasn’t necessarily
there, and the understanding wasn'’t necessarily there.

That became a bit tricky then because towards the end we
didn’t follow that fear ladder concept, so yeah.

| think around how much his carers have going on and
actually for them to be able to take something else on
board.

And it became a really, really time-consuming venture.

The filling in of weekly ABC charts was also quite a
challenge. It was difficult for carers to do that consistently
on a weekly basis due to kind of other commitments they
had and other responsibilities.

The requirements that had to be completed prior to the
training were an added burden.

That wasn't because of BEAMS itself, it was the situation.
It was the system. And the lack of flexibility that because
it's research.

And trying to follow a very structured manual felt quite
tough.

if you’ve not thought about that ahead of time and
prepared those things, or you know brought resources with
you for that kind of thing, you might be left in a bit of a
situation where you don'’t really know what to do because
it’s not in the manual.

Having to sort of take accountability for that lack of clear
communication at the beginning was quite difficult.

It’s just circumstantially it was quite tricky to deliver.

So there was a challenge around actually the logistics
of them getting out of the house with [participant] and
managing him in public settings and their schedules and
their work lives and their family commitments.

So Mum went away a couple of times. And | think
[participant] wasn’t well. So we had a few sessions which
were interrupted.

| think that we struggled a bit when it came to developing
the fear ladder.

the challenges were sometimes fitting all the material into
one session. So sometimes | had to go over two.

A lot of the time service users couldn’t kind of make
that decision to have a break themselves. They'd need
to be prompted or we would rely on carers noticing that
they were disengaging, or myself noticing that they were
disengaging.

Number of
practitioners

2
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TABLE 41 Summary of practitioner experience of delivering the BEAMS intervention (continued)

Category

Theme

Carer
understanding

Understanding
carer
comprehension

Carers keen to
progress

Issues with day
services

Using new
strategies

Overcoming safety
behaviours

Explaining
definitions and
presentations

Involving other
carers

Accessing
materials

Strategies or
materials not
appropriate

Behaviours that
challenge

Balance of
feasibility and
participant’s best
interests

Number of
practitioners

Example comment

slightly difficult was kind of the psychoeducation for the 1
service users around anxiety, learning disabilities and

autism. That was kind of well understood by one, but quite
difficult for another one to kind of understand.

for myself to understand the level of their comprehension 1
on these concepts.

carers kind of had the tendency to rush exposure and | had 1
to remind them to kind of take it slowly.

And | suppose what was challenging is that sometimes the 1
day services weren't fully signed up to that ... And then

the activity that we planned to do couldn’t run for some

reason, and things like that.

I'd never done a preference checklist before, not like that. 1
So I really had to get my head round what that looked

like. And then | think because the behavioural bit isn’t my

bread and butter, | needed a bit of support to get my head

round the reinforcers.

But it’s just kind of those safety behaviours. They're not 1
necessarily referenced in the manual and you encounter

them as you go through and you realise that somebody’s

doing something that they might attribute their success to,

which is not part of the treatment.

Defining the different types of phobias and, like, different 1
types of anxiety presentations and what keeps them going.

And | think it felt that it was a bit labour involved, but it

was very worthwhile.

Involving her dad, involving another carer, secondary 1
career, was challenging ... Her dad wasn't very psychologi-
cally minded. He wasn't particularly interested.

| just couldn’t get my network, so SharePoint was a bit 1
tricky getting to it.

| think one of them was around writing down or drawing 1
a picture of your emotions and that type of thing ... he’s

not very keen on painting, drawing that type of thing ... he

didn’t quite grasp the concept.

From the start of the session, [participant] seemed dis- 1
tressed and this escalated throughout the session; started
with distressed sounds and then started hitting herself
and the wall ... [as the intervention unfolded], no longer
appeared distressed, that she was no longer screaming
and shouting, and that her self-injurious behaviours had
reduced to a less than weekly ... you have observed that
[participant] is smiling and laughing more with the care
staff, and that her communication has improved in that
she has been more assertive is telling others what she
needs.

A real balance of trying to stick to the manual (in order 1
to be true to feasibility study) whilst also working in the
client’s best interests.

continued
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TABLE 41 Summary of practitioner experience of delivering the BEAMS intervention (continued)

Category

Theme

Difficulty accessing
services

Inappropriate
session structure

Issues with con-
ducting research
within the NHS

Implementing a
different approach

Example comment

Clinicians experienced some of difficulties implementing
the intervention, e.g. have identified there are no services
available to provide blood tests.

Not all of the sessions were required for the client to
achieve the goal, and it was not possible for all sessions to
be used in exactly the way prescribed.

It is exceedingly challenging within the current parameters
of the NHS to meet the needs of university-based
research.

Whilst evidence-based manualised approaches have their
place, they are not something which qualified clinical
psychologists would generally use. | found it difficult to
follow a prescribed approach that was essentially what |
would be doing anyway but had to alter my established
practice to use.

Number of
practitioners

1

TABLE 42 Summary of the experience of the therapeutic relationship as described by therapists

Category

1. Experience of
the therapeutic
relationship

N

Impact of struc-
ture on thera-
peutic relation-
ship

Summary point
Positive

relationship

Difficulty building
rapport

Quickly developed
Positive indicators

Aided by prefer-
ence assessment

Benefit of the
home environment

Developed through
programme

Supported
development

Helpful

Adapting structure

Appropriate

Example comment

| developed a therapeutic relationship with [participant] and
his carers. Which was quite a nice thing to be able to see
patients regularly over a sustained period of time.

for my particular client it was difficult to build rapport and it
was hard to then balance the needs of the person with the
needs of the research and session agenda.

we were able to build that rapport up really quick.
And then we got lots of smiles, lots of giggles.

But by doing the preference assessment and getting to know
them really helped with them opening up and being able to
express themselves.

although | was in the family home it still felt okay but nice
because then you could have that sort of like that little social
chat. Professional social chat.

| sort of had to build it in.

And having that time the length of time of the sessions

and the regularity | think really helped to build a strong
therapeutic relationship in a way in which we as psychiatrist
don’t usually have that opportunity.

Both participants really benefited from that structure.

it was adding in the time at the beginning and the end to
sort of have those relationships and build that trust and that
engagement alongside the session, but not necessarily in the
session.

I really had time to get to know him and really had time also
to get to know the carers because they're so fundamental to
[participant] and he’s so dependent on them.

Number of
practitioners

3
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TABLE 43 Summary of suggested improvements/revisions suggested by therapists

Category
1. Number of
sessions

2. Intervention

Suggested

improvement/
revision

More sessions

Appropriate
number

Follow-up session

More flexibility

Reduce session
content

More carer-only
sessions

Initial
meet-and-greet

Visual formula-
tion session

Further resource
adaptation
including addi-
tional information

BEAMS-ID
supervision

Intervention
takes time

More contact
with research
team

Involvement
in information
gathering

Mid-point
check-in

Number of
practitioners

Example comment

some were a little bit more content heavy and maybe they 8
should have been done over 2 sessions.

it worked fine in 12 sessions. And it was quite nice actually 3
because rarely (I don’t know whether other professionals

do this), but rarely do I start and go right, we've got 12

weeks together.

A follow-up with the client and carer would be helpful, 2
to check they’re not exposing the client too much and

still using the fear ladder appropriately, paired with the

relaxation exercises.

just a little bit more flexibility in terms of the content of 2
the sessions, um how many sessions it’s over.

depending on the individual, you might want to split up 1
some of the sessions, so you are delivering less in a session.

think perhaps having more time with the carer before the 1
service user is involved in that second session.

| wonder whether having an additional session at the start, 1
for an informal ‘meet and greet’ with both client and carer,

before starting the BEAMS-ID work and before having any

set agenda, would be useful to consider in the future.

Maybe it would be nice to have that sort of visual 1
formulation session. To bring it all together.

A feeling that the resources could be adapted further 8
(e.g. language simplified further). (manual) the actual

manual itself didn’t provide enough resource or enough
information there to adapt it to my patient’ Reviewing

the ABC charts would benefit from more focus in the

manual - more guidance about how to do this and

what to do with this information. ‘So maybe in the

manual it might be easier just to say, you know. Fine to

adapt, or whatever is needed as well as long as it’s within

the concepts of delivering BEAMS'.

Might be beneficial in the future for the research team to 2
offer BEAMS supervision.
Recognition that behavioural approaches take a huge 2

amount of time and commitment.

Clinicians would have liked more contact with the research 1
team - at times felt unsure about expectations and what
feedback would be helpful.

| wasn’t involved in a lot of the screening and in some of 1
the pre intervention questionnaires and that information
gathering. That part would have been really, really helpful.

mid treatment touchpoint would have been really helpful. 1

continued
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TABLE 43 Summary of suggested improvements/revisions suggested by therapists (continued)

Category

Suggested
improvement/
revision

Prior meeting/
training with care
team

Consistency with
care team

Slower training
pace

Knowledge of
fear

Earlier introduc-
tion of concepts

Intervention
Supplementary
Material 1

Removal of visual
material

More relaxation
techniques

More in-depth
carer information

Information
about applying
to different care
teams

Information about
the participant’s
wider system

Less repetition

Linking back
to functional
assessment

Inclusion of
safety behaviours
and cognitive
elements

Clarity around
assessment
interview

Example comment

| think if working with a care team, | think going in at the
beginning and sort of delivering maybe some training, just
brief training, or a brief overview of what it is, to our staff
team as a whole. Would have made quite a big difference,
particularly with time and sessions.

| think had there been more consistency the potential for
reinforcement to be introduced maybe would have gone a
bit better.

maybe the (training) pace could have been a bit slower, |
guess.

It may be helpful to know, have some degree of knowledge
of potentially what would be their fear when they come
into the study.

And perhaps some of those earlier sessions, could have
been devoted to making smaller rungs on the fear ladder.

That they might struggle with some of the kind of theoret-
ical stuff, so whether a video, short video or a clip, or even
a link, or something that they could be referred to, they
could look at in their own time, might just demonstrate
what we're trying to do.

And | don't think that [visual materials] was something
that my particular client really valued. So, if | was doing
that independent of the study, | probably wouldn’t have
used those.

being given more suggestions on relaxation techniques that
work specifically. Particularly well with those with moderate
to severe learning disabilities would be really helpful.

| think perhaps the resources for carers could be slightly
more in-depth ... carers did mention that they would
benefit from that.

So the treatment plan applied to the service user as well
as mum ... | think there is sort of a nod to it in the manual,
but whether there’s something more explicit about that.

| thought it would be helpful in the manual to have that
sort of explicit bit about there’s a wider system around the
person.

There were some things | thought maybe were a bit
repetitive. So by the time we got to maybe session 10
and it obviously reminds you to go through the breathing
exercises with the person. | didn’t think she needed that
because she was using them quite spontaneously.

So the first session like, maybe there needs to be
something about how you link it back to those sort of the
functional assessment bits.

| think maybe it felt a little simplistic, like perhaps overly
simplistic at points like the fact they didn’t include the
safety behaviours, didn’t include cognitive elements, and
those arose.

| was confused about the assessment interview, in terms
of who and when this should be completed ... maybe more
clarity around this would be helpful for future therapists.

Number of
practitioners
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TABLE 43 Summary of suggested improvements/revisions suggested by therapists (continued)

Suggested

improvement/ Number of
Category revision Example comment practitioners

Interview It’s easier if carers to the interview assessment prior to the 1

assessment prior session.

to session

Discussion of If carer doesn't take pictures of preferred activities for the 1

preference preference assessment, it could be harder to complete.

pictures Perhaps including a quick conversation about this in

Session 1 could be a good way forward, as therapist could
prepare some visuals to bring.

More space for The feedback form might benefit from more space to 1
explanation on explain ‘why’ we put the answers we put.
fidelity checklists

More options for It feels like the clinicians have lots more feedback that 1
feedback they haven't been able to give. Unclear if this feedback is

relevant to a feasibility study and how this feedback can

be given, if helpful.

Therapist skill For some clients it would have been appropriate to involve 1
the client in the development of the fear ladder. The skills
of an experienced LD clinician are required to determine
what is and isn’t appropriate.

Include behav- A suggestion to include a behavioural formulation model in 1
ioural formulation the manual.

model

Work required Certain things need to be in place before the intervention 1
before (e.g. basics such as meaningful activity, sleep routine and
intervention prior understanding of the person’s communication needs).
Improve recruit- The recruitment stage seemed to take a long time - clients 1
ment strategy met with many different professionals. Recruitment away

from the service set up expectations that the service may
have been unable to fulfil.

Additional One recommendation of the research might be that 1
clinician training clinicians (e.g. nurses) within community LD services are
trained up in taking blood tests.

3. Additional QoL | guess it did you say you've got like a quality of life one 2
measures haven’t you? ... thought that would potentially be useful.

Meltdowns probably incidents or meltdowns, something like that. 1

Carer confidence I think the carers’ confidence in supporting the person that 1

they're caring for would be really helpful.

Goal attainment like goal attainment scaling which | really like because you 1
can adapt it so much to the individual. So that’s probably
quite a nice outcome measure, | think.

Participant there’s something about her and her development as an 1
self-esteem individual separately to the carer ... | don’t know what the
measure might be, but whether it is self-esteem.
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participants, and the value of the adaptations to meet participant needs. Some commented that
additional time was needed, and in one case a lack of investment to complete graded exposure was
described. Similarly, the majority of the therapists were of the view that the intervention met the needs
of carers. The intervention was considered helpful and valued, and carers were seen to have benefited
or said they felt supported. One therapist mentioned that the carers considered the possibility that the
intervention would be helpful for other people who live within supported living. However, one therapist
mentioned that the intervention may not have met expectations, or they were uncertain, and another
indicated that they had difficulties due to having different carers turn up to each session.

The majority of therapists (75%) interviewed considered that the materials used during the intervention,
including the manual itself, were appropriate and acceptable. Some of the therapists commented that
some participants may not need the visual materials that were available, while others commented that
they were unsure whether the participant had understood some of the materials. One therapist spoke
about needing to create additional resources but considered that this is to be expected, and another
indicated that more information about how to adapt the intervention was needed for their specific
participant. They also commented that the materials were appropriate for carers. Therapists also
commented that therapists needed to be experienced in working with people with learning disabilities
when delivering the intervention, while others commented that the intervention was easy to follow,
with a clear structure, which was worthwhile and valuable. One therapist indicated that the intervention
was well balanced in providing instruction and encouraging clinicians to make decisions to meet
participant need.

Therapists were also positive about using the intervention in the future and intended to carry on using
the techniques that they have learnt. Another commented about the importance of ensuring the manual
was flexible enough to meet participant need, and another commented on the importance of ensuring
that carers are engaged. One therapist was of the view that using the intervention in the future would
be dependent upon having carers available to support intervention delivery, which is a key included
adaptation. Some spoke about using their learning with other people with learning disabilities and
training other professionals in the delivery of the intervention. Therapists were also positive about the
use of randomisation within a future trial (see Table 39).

Therapist training

Therapists were positive about the training they received in the intervention (see Table 40). Training
was described as helpful, positive, engaging, interactive and well-explained, along with further positive
findings. One therapist commented that the pace was too fast for them because they did not do a lot of
this type of intervention work in their day-to-day practice. Considering benefits for therapists, including
benefits for their own professional development, therapists were again positive, with 88% mentioning
that the training was ‘enjoyable’. They reported that the experience helped promote learning and the
implementation of skills. Some commented that taking part in training and delivering the intervention
changed their practice and two therapists made comment about the value of helping participants

make progress.

Intervention delivery

Therapists were interviewed about their experience of delivering the intervention (see Table 41). The
majority of therapists (88%) reported that they needed additional time for each session but felt that the
frequency of sessions was appropriate. However, not all shared this view, and one therapist commented
that the sessions were too long, while another indicated the length was appropriate. These findings
suggest that some revisions to the intervention manual are required to ensure that therapists are aware
that they are able to adapt the length of sessions to meet participant needs. The majority (88%) were
positive about the experience of delivering the sessions, which were said to be easy and enjoyable,

but one commented that the sessions were time-consuming, and another reported that it was slow

to get going. There was also a comment that self-reported fidelity may be associated with bias as it is
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completed by the therapist themselves, and another commented that fidelity may have dropped off for
them part way through the intervention.

The majority (75%) reported that involvement of carers was positive, while others reported mixed
responses or raised issues regarding lack of consistent carer support, or difficulties with implementing
some aspects of the intervention (e.g. relaxation). Therapists noted that it was sometimes challenging to
teach relaxation skills to people with moderate to severe learning disability.

Considering intervention facilitators, therapists said that the structure, resources and materials, and
carer engagement and understanding, along with having a consistent carer attending sessions helped
ensure success. Other facilitators were said to be supervision and support, along with adopting a
participant-led approach. Specific aspects of the intervention were also regarded as facilitators, including
the preference assessment, fidelity checklists, intervention plan, flexibility, carer sessions, and other
specific aspects of the intervention (e.g. use of reinforcement, developing an intervention plan).

Considering intervention barriers, therapists thought that some difficulties with delivering specific
components with specific individuals were challenging (e.g. 75% noted difficulties implementing
relaxation). Carer attitudes or beliefs, carer understanding, difficulties communicating with carers, having
different carers attend sessions, and carer commitment were also seen to be barriers. Therapists also
reported some challenges with implementing some aspects of the intervention which linked to the
specific needs of participants, including motivation and engagement, and difficulties with developing the
fear ladder, covering all the material within a single session, or overcoming safety behaviours, behaviours
that challenge, and accessing materials or resources. One therapist commented that one participant

did not need all the sessions as prescribed to reach their goal. One clinical psychologist commented

that it was challenging to meet the needs of university-based research within the NHS, and also
commented that clinical psychologists do not generally use evidence-based manualised interventions;
they further commented that the intervention was essentially what they would be using in their clinical
practice but also commented that they had to change their clinical practice when using the intervention
(see Table 42).

Therapeutic relationship

A summary of our findings about the experience of the therapeutic relationship from the viewpoint

of the therapists is found within Table 42. Therapists reported that they experienced the therapeutic
relationship as positive, but some commented that it was difficult to establish with some participants.
One therapist commented that the preference assessment within the intervention helped, while another
commented that it developed over time. They also commented that the structured nature of the
intervention helped to encourage the development of a therapeutic relationship.

Suggested improvements or revisions

Therapists were asked to make recommendations about how the intervention could be revised and

a summary of our findings is found in Table 43. All the therapists suggested that the addition of more
sessions would be helpful, while at the same time a proportion of these therapists also made comment
that the number of sessions was appropriate. They suggested a reduction in the amount of content,
but also an increase through the addition of a follow-up session, coupled with more flexibility and more
carer-only sessions. In terms of materials, they all suggested increased information to clarify how much
adaptation can be made by therapists. While some suggested a reduction in content, others suggested
increasing content, such as the inclusion of more material for carers, and more relaxation work.

There were also some suggestions for greater input from the research team at various points during
the research process. Therapists were also asked about their views on additional outcome measures
that they may consider appropriate. They suggested a measure of Qol, and a measure that indexed
‘meltdowns’, as well as carer confidence, goal attainment, and self-esteem. There were comments
acknowledging that some of these measures were already included.
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Chapter 6 Discussion

Summary of findings
Phase 1a

Objective 1: adaptation of an existing intervention

We further adapted an existing intervention manual for use with autistic adults with moderate to severe
learning disabilities within Phase 1a over five meetings with our IAG composed of carers and clinicians,
led by an autistic person. Our resulting intervention manual comprised 12 sessions and a full description
of the intervention is found within Chapter 3.

Objective 2: development of an intervention fidelity checklist
We adapted an existing fidelity checklist,>* which was accepted by our IAG without any revisions.

Objective 3: appraise and consider several candidate outcome measures

of anxiety-related symptoms, and secondary outcomes, and make a

recommendation for use within Phase 2

A series of candidate outcome measures were considered by the IAG, including detailed information
about the format, intended age range, time needed to complete, and psychometric properties. The
group recommended that a measure of behavioural and emotional problems,’* behaviours that
challenge,’” anxiety and other psychopathology,”” and a measure of community engagement®® were used
within Phase 2.

Objective 4: development of a logic model
The final objective for Phase 1a was the development of a logic model collaboratively with our IAG. This
was successfully completed and is found in Figure 2.

Phase 1b

Objective 1: complete a national survey of existing interventions for autistic

adults with anxiety disorders who have moderate to severe learning disabilities

A national survey of TAU was undertaken to describe interventions for anxiety amongst autistic adults
with moderate to severe learning disabilities. The results indicated that psychological interventions
were the most frequently used intervention. The key procedures and activities within psychological
interventions were described in rather generic terms, and only 3% of responses indicated that exposure
therapy was used. Respondents also indicated a variety of adaptations would be made to psychological
interventions to meet participant needs, which included providing communication support, adjusting
session content, timing and duration, and involving carers within sessions, amongst other adaptations.

The next most frequently mentioned intervention was medication. Other infrequently mentioned
interventions included sensory strategies, communication training, increased staff support, touch
therapy, music therapy, along with speech and language therapy and occupational therapy.

The most salient finding from our TAU survey was that exposure therapy, which is a key part of the
BEAMS-ID intervention, was infrequently offered to autistic adults with moderate to severe learning
disabilities who are anxious.
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Phase 2

Objective 1: to model the manualised intervention to determine the acceptability

and feasibility for all stakeholders, including patients, carers, and clinicians, and

adjust as required

The findings indicated that the intervention was acceptable to all stakeholders, including autistic
participants with moderate to severe learning disabilities. However, one carer commented that the
intervention required further adaptation due to the complexity of the autistic person with moderate

to severe learning disabilities. The results indicated that it was feasible to deliver this intervention to
autistic participants with moderate to severe learning disabilities with support from carers. Adjustments
to the intervention following the completion of this study were recommended which included: (1)
reinforcing the importance of consistent carer engagement, understanding, and motivation, (2) further
guidance on the timing, frequency and number of intervention sessions, (3) further guidance on the
creation of bespoke intervention materials to meet participant need, (4) further guidance about teaching
relaxation to people with learning disabilities, noting that it is challenging to teach relaxation to some
people with moderate to severe learning disabilities, (5) increased guidance about the nature and degree
of intervention adaptation to meet need and (6) formalising arrangements for supervision within the
context of a future trial. This would most likely be group-based supervision led by members of the trial
team and in addition to local supervision.

The intervention was successfully modelled with 28 autistic participants with moderate to severe
learning disabilities. Participants attended, on average, 80% of the intervention sessions. Our fidelity
ratings were successfully completed by therapists and scores ranged from 88.23 to 99.54 out of a
maximum of 100.

Autistic participants with moderate to severe learning disabilities indicated that they liked the materials
used during the intervention, including the use of the Fear Ladder, making choices, and some indicated
that they liked some of the adaptations (e.g. carer attending, adapted rating scales, visual schedules). It

was noted that a majority indicated that they did not like learning about anxiety.

Carers were positive about the intervention and indicated that it met the needs of autistic participants
along with their own needs. They also indicated that the intervention materials and adaptations were
appropriate, along with the approach taken by therapists. One carer commented that the person they
care for had needs that were too complex for the intervention. Carers were also positive about the
outcomes following the completion of the intervention. They indicated that they had an improved
understanding of autism and anxiety, and how to respond to anxiety, which are outcomes described
within our logic model (Figure 2). Carers also noted that the therapeutic relationship with the therapists
was valuable, which is seen as part of the mechanism of change, as described in our logic model

(see Figure 2).

Therapists were of the view that the intervention was suitable for autistic participants with moderate
to severe learning disabilities and met their needs. They were also of the view that the manual and
associated materials were appropriate and acceptable. Therapists were positive about engaging

carers within the intervention, which is again described in our logic model (see Figure 2), and thought
that the intervention met carers’ needs. Therapists, in a similar way to carers, also indicated that the
therapeutic relationship was valuable, but commented further that developing a positive therapeutic
relationship was challenging in some cases. Therapists made a series of suggestions for the research
team to consider, which included increasing or decreasing the number of sessions and the length of
each session. They also suggested the inclusion of additional guidance about the nature of adaptations
that can be made by therapists. These were addressed by the study team in subsequent revisions of the
intervention manual.
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Objective 2: to judge the appropriateness, including response rates, of our

measures of anxiety-related symptomatology for use within a larger study

The percentage of missing data across the outcome measures was low and ranged from 0% to 2.38%
(see Table 30). There were no issues with response rates, as all those who remained enrolled in the
study completed the outcome measures across time. Our measures were completed by carers, and they
commented that some individual items appeared repetitive, and some said they had difficulty answering
some of the questions. Some noted some issues with completing them online, which was related to the
way the questions were displayed upon their screen and can be easily addressed in the future. There
was comment from one carer that they struggled to find the time to complete them, while 57% of those
interviewed commented that the outcome measures were acceptable and easy to complete. In the
context of a future trial, researchers should make attempts to lessen the number of outcome measures
or make use of shorter measures.

Objective 3: to examine the feasibility and acceptability of consent and

associated processes (e.g. use of the Mental Capacity Act)

Carers reported no marked difficulties with our PIS or consent processes, which were seen as clear,
helpful, and straightforward. However, 79% of autistic participants with moderate to severe learning
disabilities were judged not to have capacity to make a decision about taking part in this study. For these
participants, on average, it took nearly 5 weeks to enrol them in the study to enable eligibility screening.
The reason for this delay was predominantly the length of time taken to identify a consultee and seek
their advice. While seeking consent from participants or advice from a consultee was acceptable and
feasibile, the time taken to seek advice from a consultee would need to be considered when designing a
randomised trial with a larger sample size.

Objective 4: to describe factors that facilitate or challenge the implementation of

our intervention

Talking Mats was used to help give autistic participants with moderate to severe learning disabilities

a voice. Participants indicated that they liked the information booklets that were used as part of

the intervention, liked coming to the sessions, liked that their carer was involved, and liked the Fear
Ladder, doing relaxation, and using the ratings scales and visual schedules, which are core parts of the
intervention. A majority indicated that they did not like experiencing anxiety during the intervention but
liked meeting new people.

Carers indicated that the key facilitators to the implementation of the intervention were: (1) the
intervention was adapted to meet the needs of autistic people with moderate to severe learning
disabilities, which included adopting a person-centred approach, (2) the experience of attending
therapy was positive, informative, and enjoyable, and (3) the formation of a positive therapeutic
relationship with the therapist. Some of the intervention barriers described by carers were related to
circumstances not directly attributable to the intervention (e.g. illness, holidays, lack of staff), or were
related to difficulties with accessing appropriate materials (e.g. challenges with accessing phlebotomy),
difficulties with making use of the intervention with some individuals (e.g. difficulties with engaging
some participants), the quantity of information, and the time taken to take part in the intervention. It
is important to make sure that carers understand the commitment associated with taking part in this
intervention and their role. There was one instance where differing therapist and carer beliefs about the
function of behaviour was described as a barrier.

Therapists described the following key facilitators to the implementation of the intervention: (1) clear
structure, (2) therapists who understand learning disabilities and are committed, (3) commitment
from therapists, (4) carer understanding and engagement, (5) meeting carer needs, (6) making use of
appropriate materials that are adapted, (7) high-quality therapist training and associated benefits for
therapist professional development, (8) access to supervision, (9) a specific aspect of the intervention
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(e.g. fidelity checklists, preference assessments, reinforcement, carer-only sessions, positive therapeutic
relationship) and (10) flexibility. Factors that had the potential to challenge the implementation of

the intervention from the viewpoint of the therapists were: (1) difficulties implementing relaxation
techniques which required further adaptation, (2) difficulties with participant engagement and
motivation, (3) different carers attending sessions, (4) difficulties with implementing some aspects of
the intervention with some participants (e.g. ABC charts not completed, or difficulties with the Fear
Ladder), (5) too much session content, (6) therapists needing time to learn of new techniques, and (7)
encountering behaviours that challenge.

Recruitment and retention

Recruitment into Phase 2 was challenging, and the issues encountered were attributable to attempting
to recruit autistic participants with learning disabilities during a global pandemic. The aim was to recruit
30 autistic adults with moderate to severe learning disabilities. Thirty-four potential participants were
referred into the study, and 85% (N = 29) were assessed for eligibility. Ninety-seven (N = 28) per cent of
those assessed for eligibility were enrolled in the study and allocated to receive the intervention. These
participants were recruited over 12 months. We were able to successfully recruit autistic participants
with severe learning disabilities and recruited slightly more of this group than those with moderate
learning disabilities. The accrual rate was 2.80 participants per month, which is likely to be an inaccurate
estimate of the likely accrual rate in a larger study given that the study took place during the COVID-19
pandemic and was estimated using a small sample; there was evidence that our accrual rate increased
over time. Our last site to join the study on 6 September 2022 recruited three participants in < 1 month.
Participant retention was judged to be positive, as the observed attrition rate was 14%. The reasons for
participant loss in three cases were not associated with the intervention or research processes. In one
case, the reason for loss was not clear as they did not respond to repeated attempts to make contact.

Feasibility and acceptability of study processes and outcome measures

Carers were positive about the consent process and our participant information booklets. They also
indicated that our materials for autistic adults with moderate to severe learning disabilities were
appropriately adapted to meet need. One carer commented that they would have appreciated more
information about the duration of the intervention when the study was explained to them, and this
can be addressed in the future. Carers reported no barriers associated with the study processes and
willingness to take part and spoke about a desire to learn more and help others while being open-
minded and interested. Randomisation in a future trial was judged to be acceptable to both carers and
therapists. The most significant challenge was the amount of time it took to enrol participants who
lacked capacity to make a decision about whether they wished to take part in this study; additional time
would need to be incorporated within any future clinical trial considering that for those who lacked
capacity, it took on average over 1 month to confirm consultee advice.

All those enrolled in the study completed all outcome measures at both baseline and follow-up. The
percentage of missing items at baseline was low, and ranged from 0% to 2.38%, and was also low at
follow-up, and ranged from 0% to 1.56%. While outcome measure completion was positive, carers did
indicate that they found some of the items repetitive or unrelatable. One person commented that there
were too many questions, and another said they had difficulties finding time to respond. However,
another said they were acceptable, and another mentioned they were easy to complete. Considering
implications for a future study, further attempts to thin the number of questions should be undertaken.
One carer commented that they had difficulties with the display of items on their computer screen;

the labels for the scale would disappear as they scrolled down through the items. This can be easily
addressed to ensure that the labels remain on the screen.
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There was change over time on our outcome measures in the desired direction which cannot be
attributed to the intervention due to the design of this study. There were noted changes in emotional
and behavioural problems, and behaviours that challenge. There is evidence of an association between
anxiety and behaviours that challenge amongst people with learning disabilities!'* and interventions
to treat anxiety amongst this population would be expected to lead to a reduction in behaviours

that challenge.

Feedback from sites

There were a series of challenges reported by sites during this study. The majority were related to

the pandemic, insufficient staffing, and clinician workloads. However, additional challenges were
encountered within two sites due to a national ransomware attack on electronic patient records which
made screening for potentially eligible participants impossible, and this was beyond the control of the
research team and our NHS sites.

Some sites raised concerns with the study team that clinicians may be gatekeeping by withholding
information about the study from participants who may be eligible. This is of concern. One of the
associated reasons for this was clinician workload, and within a future study it would be appropriate
to seek further reassurance to ensure that therapists who are trained to deliver an intervention have
capacity and support from their NHS line managers to contribute to the study.

Sites and the research team also noted that information about the study was not being shared with
some participants with moderate to severe learning disabilities because a formal diagnosis of autism had
not been previously completed; these individuals were eligible for and in receipt of services from NHS
community learning disabilities support, but it was not possible to formally diagnosis autism to enable
an eligibility assessment to take place. Some clinicians and sites expressed concern about this because
the intervention has the potential to benefit all adults with moderate to severe learning disabilities who
are anxious. Widening the eligibility criteria to all those with moderate to severe learning disabilities,
including those with and without autism, may improve accrual rates in a future study.

Intervention training, adherence and fidelity

During Phase 2, 40 therapists were trained, and 35% (N = 14) did not go on to work as a therapist during
the study. Seven therapists did not complete their GCP training, and a further seven did not go on to

act as a therapist even though all requirements had been met. The most frequently cited reason was
that therapists were too busy or simply did not respond to attempts to contact them despite repeated
attempts by both the research team and local R&D teams. While some therapist loss may be attributable
to the pandemic, and it is difficult to judge the likely magnitude in the future, the loss of trained
therapists has implications for the feasibility of a future larger study in terms of costs and training time.
In a future study, further assurance that trained therapists have capacity to deliver the intervention
should be sought by the research team in collaboration with NHS R&D teams.

On average, participants attended 80% of sessions, suggesting good adherence. Therapists completed
a fidelity checklist for each session, and the percentage of items endorsed ranged from 88.23 to 99.54,
suggesting high fidelity.

Patient and public involvement

This study was developed in collaboration with the NAS. NAS were a partner working with us to develop
our initial application for funding, which included writing and study design. They also helped to develop
all our participant-facing materials and dissemination strategy, and attended the Study Management
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Group (SMG) and Study Management Committee (SSC), providing regular input throughout the duration
of the study. Our partnership with NAS will continue as we embark upon our dissemination plan.

There was good PPI representation within our SSC, which was composed of family carers of autistic
adults with moderate to severe learning disabilities, some of whom also had problems with anxiety.
While there are challenges with included autistic adults with moderate to severe learning disabilities as
PPl members, an autistic adult was a member of our SMG and our SSC.

The BEAMS-ID intervention was adapted for use with autistic adults with moderate to severe learning
disabilities together with the IAG, which was chaired by an autistic person, leading to changes to the
content of the intervention and the associated processes. This group comprised family carers and
clinicians, and they worked collaboratively together with the research team. They also appraised our
candidate outcome measures, making recommendations, reviewed our fidelity checklist, and provided
feedback on our draft logic model. Our candidate outcome measures and fidelity checklist were

tested within Phase 2. Considering a future larger study, in the absence of an IAG composed of PPI
members, it would be important to include a PPl advisory group that met regularly throughout the
project to ensure the voice of carers and autistic people have a genuine impact. Many family carers
have caring responsibilities and arrangements would need to be made to ensure that carers are able to
attend meetings.

Equality, diversity and inclusion

This research project involved autistic participants with moderate to severe learning disabilities and
their carers. This group is often excluded from research, and, due to the nature of their disability,
interventions need to be adapted. Autistic people with moderate to severe learning disabilities have

a high level of need, but there is no robust evidence that psychological interventions are effective for
treating anxiety with this population.* Autistic individuals with moderate to severe learning disabilities
face an evidence inequity whereby there is a lack of research to guide interventions despite being more
likely to develop anxiety disorders. The current project focused upon adapting an existing intervention
further for use with this population.

The current project was a feasibility study designed to address needs by adapting and modelling an
existing intervention. We had near equal representation of autistic participants with moderate or severe
learning disabilities. Just under 54% of our participants had severe learning disabilities, and just over
46% had moderate learning disabilities, and the evidence we generated indicated that the intervention
and associated research processes were feasible with those with moderate and severe learning
disabilities. Just under one-fifth of our participant sample were from non-white backgrounds, suggesting
that diversity in ethnicity was present amongst our participant population; this is slightly higher than the
estimate of the non-white population within England and Wales.**> To ensure that our intervention was
likely to be acceptable, we refined our adaptations together with carers, autistic people, and clinicians.

We also made use of easier-to-read participant information and consent forms for autistic participants
with moderate to severe learning disabilities. These were booklets which were smaller in size than
standard-sized participant information leaflets. Our participant information booklet for autistic

adults with learning disabilities is found within our Report Supplementary Material 1. These were
developed with guidance from a speech and language therapist who was a member of the research
team, with further input from NAS. We made use of visual materials taken from Easy on the | (www.
learningdisabilityservice-leeds.nhs.uk/easy-on-the-i/). This is a free-to-use repository of visual images
developed by Leeds and York Partnership NHS Foundation Trust for use with people with learning
disabilities to promote and enable communication. These visual materials were also used throughout our
intervention to improve accessibility.
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Strengths and limitations of the research
The key strengths to this research project are:

e The intervention used within this feasibility study was a previously developed anxiety intervention
for use with autistic adults. This was adapted for use with autistic adults with moderate to severe
learning disabilities in collaboration with autistic people, carers and clinicians. This group also
selected the outcome measures, refined the intervention logic model, and reviewed the intervention
fidelity checklists. PPl involvement in this study is a genuine strength. This increased the probability
that the intervention would be acceptable to stakeholders, including autistic adults with learning
disabilities which was reflected within our evaluation.

e Within this feasibility study, a strength is that the focus was to model the intervention to
determine its acceptability and make further refinements as required prior to completing a larger
study. A series of interviews were undertaken with autistic adults with learning disabilities, carers,
and clinicians as part of this process, ensuring that the views of all stakeholders were represented.
It is a strength that the voice of autistic participants with moderate to severe learning disabilities
was included.

e Another strength is the inclusion of those with severe learning disabilities, who were well represented
amongst our participant population, which helped to ensure that the intervention was successfully
modelled with this group.

e TAU was also described, and the findings indicated that exposure therapy for anxiety disorders is not
frequently offered to autistic adults with moderate to severe learning disabilities within the NHS.

e This project was completed during a global pandemic, which likely had a detrimental impact upon
accrual. However, sufficient numbers of participants were recruited to allow us to model the
intervention and research processes successfully, which is a clear strength.

The limitations to this research project are:

e This project was completed during the time of a global pandemic which resulted in challenges beyond
the control of the research team, clinicians, and NHS sites. This means that some of our parameter
estimates (e.g. accrual rate) were calculated during a period when many routine services were being
delivered differently within the NHS.

e |t should be noted that our sample size was small, and this was a single-group modelling study. For
a study of this type, this was appropriate, as it provided the research team an opportunity to focus
upon modelling the intervention and recommend future refinements. However, due to the design
of the study, it was not possible to model randomisation, bearing in mind that this was considered
within our carer and therapist interviews. A future pilot trial with randomisation would need to be
completed to test this adequately before proceeding to a definitive trial.

e The fidelity checklist was completed by therapists. Audio recording of sessions and fidelity
ratings using these recordings by raters were not tested during this study. This would need to be
incorporated within any future pilot trial.

e Finally, our candidate outcome measures were all proxy-rated instruments completed by carers. The
reason for this is that it is not possible for many adults with moderate to severe learning disabilities
to complete self-report outcome measures. While this could be considered a weakness, it is the case
that the chosen candidate outcome measures are standardised and have good validity.

Implications for the BEAMS-ID intervention

The findings indicated that the intervention was acceptable to autistic adults with moderate to severe
learning disabilities, carers, and clinicians. However, our findings indicated that some revisions were
required as follows:
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e Carers: there were some issues with different carers attending sessions, which was seen to have
a detrimental impact upon communication and engagement within the intervention. Related to
this, there were issues with carer engagement and motivation described in some cases. This was
more of an issue for individuals who were supported by paid carers, rather than for those who were
supported by family members, although some family members also experienced difficulties. The
importance of consistent carer engagement, understanding and motivation needs to be strengthened
within the intervention and within the carer materials.

e Timing, frequency, and number of sessions: our findings indicated that there were some disparate
views at times about the timing, frequency, and number of sessions. Some indicated that the
number of sessions, timing and frequency were appropriate, while others indicated that fewer or
more, shorter or longer, or more or less frequent sessions would have been helpful, often related
to participant needs. Increased flexibility about the number of required sessions, along with their
timing and frequency, is an appropriate adaptation. This would allow therapists, collaboratively with
carers and participants, to adapt the timing, frequency, and number of sessions, ensuring that the
intervention is delivered in a person-centred manner, while still delivering the core components of
the intervention.

e Intervention resources: there was evidence that the intervention resources were appropriate for
participants, but this was not the case for all. Within the intervention, it is recommended that
therapists make use of existing communication strategies and draw upon existing interests and
materials to promote engagement. While the intervention included guidance on making further
adaptations, including the development of bespoke materials to meet needs, this should be
strengthened further within the intervention.

e Relaxation sessions: therapists described some challenges with the delivery of relaxation sessions
associated with working with people with learning disabilities. Increased guidance on how to deliver
this aspect of the intervention to this population should be incorporated in the manual.

e Adaptations: it was apparent that therapists were uncertain at times as to the nature and degree of
adaptations that they could make to meet participant need while still delivering the core components
of the intervention. The majority of the findings from therapists about suggested improvements
to the intervention centred within this domain. Adapting the intervention to meet need is a core
component of the intervention, and this was an interesting finding, suggesting that this needed
strengthening within the manual and during therapist training. This should be incorporated within
the revision.

e Supervision: the supervision arrangements for therapists during this study were provided at site by
experienced clinicians, while the research team provided ad hoc supervision and advice as required.
This was not markedly problematic, but increased supervision from the research team was requested
by some therapists. Formalising the arrangements for supervision in the delivery of the intervention
within the context of a future pilot trial is recommended.

Progression criteria and potential for future trial

Our progression criteria are detailed in Table 44 and were considered by the SSC. It was noted that the
accrual rate and carer acceptability of our outcome measures were graded ‘red’, while all other criteria
were graded ‘green’. As already discussed, our accrual rate was most likely impacted by the global
pandemic and is a likely underestimate of the accrual rate outside this context. It was noted that the last
NHS site to enrol in this study towards the end of 2022 achieved an accrual rate of three participants in
< 1 month as the effects of the pandemic reduced. The view was that the accrual rate would probably be
higher within a future trial taking place during a period when a global pandemic is not happening.

Considering outcome measures, carers commented that there were too many items, some had had

difficulty responding, or they found some of the items repetitive. However, this must be balanced
against the finding that all carers completed all the outcome measures, and the rate of missing data was
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low. It was advised that the research team should consider reducing the number of outcome measures in
a future trial.

The SSC recommended that that the research should progress to a trial. A pilot trial with randomisation

incorporating progression criteria towards a definitive randomised trial would be an appropriate
next step.

TABLE 44 Progression criteria

Progression criterion Progress Number Explanation

Recruitment: accrual Red CWHPT: Initial 7-month rate: Recruitment was unduly affected

rate is at least three 0.29; final 3-month rate: 2.00 by the pandemic. The accrual rate

patients per site per HWCT: Initial 7-month rate: increased over time. Overall accrual

month on average 0.29; final 3-month rate: 1.5 rate collapsing across sites within the
Mersey: Initial 3-month rate: final 3 months was 6.33 per month.
1.33; final 3-month rate: 2.33 The average final 3-month site accrual
Leicestershire: 1 participant. rate was 2.21, which is ‘amber’. Target
Solent: last site to join the study rate achieved by last site to join the
and recruited 3 in < 1 month. study.

Attrition rate is 30% or Green 14% Attrition appeared not to be related to

lower the intervention or research processes.

Fidelity ratings indicate Green 88.23-99.54% -

therapist adherence to
the intervention of at

least 70%
At least 70% of carers Green 86% of carers considered the It was noted that the Mental Capacity
and clinicians report consent procedures acceptable. Act provisions lengthened the time
that the intervention 88% of carers considered the taken to enrol a participant.
and consent procedures intervention acceptable to meet
were acceptable need or considered the therapist
responded to need.
100% of therapists considered
the intervention was suitable or
described benefits.
Participants received an Green 80% -

average of 70% or more
intervention sessions

At least 70% of Green 100% -
participants and carers

complete outcome data

at each time point

At least 75% of Green 97.62-100% -
items within each

outcome measure for

each participant are

complete
At least 70% of Amber Carers completed all the Carers completed all the outcome
carers judge our outcome measures. Rates of measures. Rates of missing data were
outcome measures to be missing data were low. The low.
acceptable majority were of the view that Their view was that some of the items
they were acceptable. However, within and across questionnaires
some expressed some concerns seemed repetitive or they had
about some of the questions. difficulty answering. Some of this

was probably associated with testing
several measures within a feasibility
study; this can be easily re-visited prior
to a larger study.
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Appendix 1 Questions included in the
treatment-as-usual survey

Let us know how you want to complete the survey: online survey/interview.

Questions about you and the service within which you work.

What is your name? (optional)

What is your e-mail address? (optional)

What is the name of the service within which you work? Please tell us the name of your team and your organisation.
What country is your service in?

What region is your service in?

Is your service? Community-based/ Inpatient/Combination of community and inpatient/Other - please indicate below.
Questions about treatments or interventions.

Does your service offer treatments or interventions for anxiety to autistic adults with moderate to severe learning
disabilities? This includes psychological treatments, medication and other interventions.

Provide name or phrase that describes the treatment or intervention your service offers to autistic adults with moderate
to severe learning disabilities who have problems with anxiety. This includes psychological treatments, medication and
other interventions. Provide name of one treatment or intervention. If describing the medication, please provide the drug
class. You will have a chance to add more treatment or intervention options later. If describing the psychological treatment

or intervention, please provide the name of the treatment or intervention (e.g. exposure and response prevention, cognitive
therapy, psychodynamic psychotherapy).

Briefly outline the rationale for using this treatment or intervention for autistic adults with moderate to severe learning
disabilities.
We are asking you to tell us briefly about the treatment or intervention goal and rationale. Bullet points are fine.

Describe any key procedures, activities and/or processes used within this treatment or intervention.
We are asking you to tell us briefly about the key or core components. Bullet points are fine.

What materials are used with this treatment or intervention? Include details of all materials used by those providing the
treatment or intervention, including materials given to patients and carers, or those that might be used when training
staff in the treatment or intervention (e.g. information leaflets, recording sheets, booklets or other materials).

Bullet points are fine.

Who provides the treatment or intervention?
Psychologist

Psychiatrist

Medical doctor who is not a psychiatrist
Nurse

Occupational therapist

Speech and language therapist

Healthcare assistant

Social worker

Parent or support care-mediated treatment or intervention
Other (please describe below)

How is the treatment or intervention provided?

Please select one.

Face to face. If face to face, then name the exact setting (e.g. hospital, learning disability community centre, GP surgery,
care home) (please describe below) (1)

Over the phone

Online

Other (please describe below)

What professionals are present during the sessions?
Please describe below all professionals present.
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Let us know how you want to complete the survey: online survey/interview.

Is anyone else present during the sessions?

How many treatment or intervention sessions are offered? (If you are detailing treatment using medication, please
estimate the number of contacts you would have with the patient specifically about medication.)

Please select one.
1-6

6-12

12-24

More than 24

How frequent are the sessions or contacts?

Please select one.

More than once a week (1)

Once a week (5)

Once a fortnight (6)

Once a month (7)

Other (please describe below) (8)

How long is one session or contact?

Please select one.

Less than 15 minutes (1)
15-30 minutes (4)

30 minutes to an hour (5)
More than 1 hour (6)

Does your service monitor if the treatment or intervention was implemented as planned?

Please select one.
Yes, If yes, then how? (please briefly describe below) (1)

Are any adaptations to this treatment or intervention made depending on patient’s needs?

Please select one.
Yes (1)
No (2)

Can you briefly tell us about situations you may encounter with this population that would lead you to adapt treatment or
intervention?
Bullet points are fine.

What adaptations are made to this treatment or intervention (we are interested in any adaptations made to help meet
the needs of autistic adults with moderate to severe intellectual disabilities)?
Bullet points are fine.

Does your service offer any additional treatments or interventions for anxiety to autistic adults with moderate to severe
learning disabilities?

Please select one.
Yes (1)
No (2)
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Appendix 2 Summary of the responses
received to the treatment-as-usual survey

Nursing or care professional 24
Allied health professional 14
Psychology professional 11
Medical doctor 10
Dental professional 7
Leadership or management staff 7
Other 6
Behaviour specialist 2
No response 3
Treatment or intervention Number of responses
Psychological 49
Medication 32
Other 12
Physical health support 4

Let us know how you want to complete the survey
Online survey 75

Interview 2
One online interview was completed. The other participant did not respond to
an email sent to arrange an interview.

No response 1

What is the name of the service within which you work?

Type of the service Number of responses
NHS Trust 54

Council service 3

Private service 2

Learning disability charity 1

Other: 2

Community LD (n = 2)
No response 16

What country is your service in?

Response Number of responses
England 59
Scotland 3
Wales 1
No response 15

What region is your service in?
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Participant’s role

South West

East Anglia

West Midlands

Greater London

South East

Yorkshire and Humber

East Midlands

Scotland

Wales

No response

What kind of service or services are they?
Community-based

Combination of community and inpatient
Inpatient

Other:

e Ambulatory care/secondary day care/
surgical hospital day care

e Speech and Language Therapy service to a
Special Needs college

No response

6

11

11

24

41

15

16

Number of responses

Does your service offer treatments or interventions for anxiety to autistic adults with moderate to severe learning disabilities? This
includes psychological treatments, medication, and other interventions.

Yes
No
No response

Treatment or intervention offered by the service

Psychological 49 Medication 32
Applied 14 Medication - not 11
Behavioural specified drug
Analysis/Positive class

Behavioural

Support

Cognitive 11 Selective sero- 8
Behaviour tonin reuptake
Therapy inhibitors

Psychological 6 Antipsychotics 5
intervention,

psychoeducation,

or counselling

Exposure 3 Benzodiazepines 3
therapy

Autism-specific 3 Other anxiolytics 2
strategies

Mindfulness 2 Other medication 1
to promote sleep

Behavioural 2 Serotonin and 1
therapy noradrenaline
reuptake
inhibitors
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59

5

14

Physical health support

As part of a dental
intervention

Physical health support

Other

Speech and
language therapy

Occupational
therapy

Sensory strategies

Communication
training

Increased support
staff

Touch therapy

Music therapy

12
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Participant’s role

Coping
strategies
and anxiety-
reducing
strategies

Systemic
approach

Active support
Affinity therapy

Relaxation
training

Family therapy

Supportive
psychotherapy

2

Other Class C
drugs

Rationale for using the treatment

Psychological

Targets anxiety
using proactive
and reactive
strategies

Person-centred

Improves QoL

Collaborative
working

Evidence-
informed

Improves
engagement in
other important
treatments

Develops
a clinical
formulation

Psychoeducation
about anxiety or
autism

Predictable and
consistent

Complies
with national
guidance

Improved
access to
psychological
treatment

Practical
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13

Medication

Targets anxiety
using proactive
and reactive
strategies

Evidence-
informed

Improves QoL

Complies with
national guidance

Improves
engagement in
other important
treatments

Person-centred

Improves physical
health

Supports staff
well-being

Reduces risk and
risky behaviours
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Number of responses

1
Physical health support
16 Improves engagement
in other important
treatments
8 Reduces inequalities in
health care
8 Complies with national
guidance
4 Improves physical health
3 Targets anxiety using
proactive and reactive
strategies
3
3
3
1

Other

Person-centred

Targets anxiety

using proactive and

reactive strategies

Develops a clinical
formulation

Improves access
to psychological
treatment

Improves quality
of life

Collaborative
working

Psychoeducation
about anxiety or
autism

Evidence-informed

Predictable and
consistent

Improves
engagement in
other important
treatments
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Participant’s role
Goal-oriented
Ethical

Supports staff
wellbeing

1

1

Key procedures, activities and/or processes

Psychological

Psychological
treatment

Biopsychosocial
assessment

Formulation

Liaison
with other
professionals

Skills training
in autism and
anxiety

Treatment
planning and
monitoring

Staff support or
supervision

Functional
analysis

Engagement
with the patient

Medication

34 Treatment
planning and
monitoring

21 Psychological
treatment

15 Biopsychosocial
assessment

12 Formulation

11 Liaison with other
professionals

10 MCA procedures

6  Engagement with
the patient

6  Dental treatment
procedures

5  Supporting
communication

Graded 5  Skills training
exposure in autism and
procedures anxiety
Reflective 5  Observation
practice

Supporting 4

communication

Observation 4

Carer 3

engagement

Dental 2

treatment

procedures

Environmental 2

adaptions

MCA 1

procedures

Treatment materials

Psychological Medication

Data-collection
materials

Information
materials

40 Information
materials

36 Data-collection
materials

18

16

10

45

20
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Number of responses

Physical health support

Dental treatment
procedures

Psychological treatment

Engagement with the
patient

Biopsychosocial
assessment

Liaison with other
professionals

Formulation

Supporting
communication

MCA procedures

Treatment planning and
monitoring

Carer engagement

Physical health support

Information materials

Data-collection
materials

Other
Biopsychosocial

assessment

Supporting
communication

Liaison with other

professionals

Environmental
adaptations

Treatment planning

and monitoring

Observation

Engagement with
the patient

Psychological
treatment

Formulation

Carer engagement

MCA procedures

Report writing

Other

Communication
tools

Data-collection
materials

11

N

18

6
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Participant’s role

Treatment plan

Psychoeducation
materials

Communication
tools

Anxiety-specific
materials

Treatment-
specific and
sensory aids

Progress
measurement
materials

Informed
consent
materials

Training
materials

Exposure
materials

14

Communication 4
tools

Treatment- 2
specific and
sensory aids

Psychoeducation 1
materials

Informed consent 1
materials

Person providing the treatment

Psychological

Psychologist

Nurse

Occupational
therapist

Parent or
support
care-mediated
treatment or
intervention

Psychiatrist

Speech and
language
therapist

Healthcare
assistant

Other

Social worker

Medical doctor
who is not a
psychiatrist
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36

29

18

17

16

15

15

14

1

Medication
Psychiatrist 30
Nurse 17
Psychologist 8

Medical doctor 7
who is not a
psychiatrist

Healthcare 6
assistant

Occupational 5
therapist

Speech and 5
language
therapist

Parent or support 5
care-mediated
treatment or

intervention
Other 5
Social worker 1
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Number of responses

Informed consent
materials

Communication tools

Psychoeducation
materials

Treatment-specific and
sensory aids

Health information

Treatment plan

Physical health support

Other

Nurse

Medical doctor who is
not a psychiatrist

Treatment-specific 5
and sensory aids

Information 4
materials
Treatment plan 1

Psychoeducation 1
materials

Other

Occupational 6
therapist

Speech and 5
language therapist
Other 4
Nurse 4
Psychologist 2
Psychiatrist 1

Parent or support 1
care-mediated
treatment or
intervention

Healthcare 1
assistant
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Participant’s role

Treatment setting
Psychological
Face to face

Online

Other - a
combination

of face to face,
online and over
the phone as
appropriate

39

3

Medication
Face to face

Online

Other - a
combination

of face to face,
online and over
the phone as
appropriate

Over the phone

Face to face treatment setting

Psychological

Person’s place
of residence

NHS setting

Community

Day service

School

17

14

6

5

1

Medication

NHS setting

Community

Person'’s place of
residence

Day service

Professionals present at the sessions

Psychological

Nursing or care
professional

Psychology
professional

Allied health
professional

Medical doctor

Social care
professional

Not specified
MDT or health
professional

Other
professional

Teaching
professional

Family or
support
care-mediated
treatment or
intervention

46

30

27

10

Medication

Medical doctor

Nursing or care
professional

Allied health
professional

Psychology
professional

Not specified
MDT or health
professional

Dental
professional

Health profes-
sions student

Other
professional

Social care
professional

Number of responses

Physical health support

25 Face to face 4
6 Over the phone 1
4 Online 1
3

Physical health support

16 NHS setting 2

Physical health support

24 Dental professional 7

21 Nursing or care 5
professional

11

NIHR Journals Library www.journalslibrary.nihr.ac.uk

Other

Face to face

Other - a
combination of

face to face, online
and over the phone

as appropriate

Other

Person’s place of
residence

Day service

NHS setting

Community

Other

Allied health
professional

Nursing or care
professional

Medical doctor

Health professions
student

Psychology
professional

Other professional

11
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Participant’s role

Dental
professional

Health
professions
student

Anyone else present at the sessions

Psychological
Family/carer
Person
Advocate
Community
Friend

Group session
attendees

Number of treatment sessions or contacts

Psychological
1-6

6-12

More than 24

12-24

Frequency of treatment sessions or contacts

Psychological
Once a week
Other - variable

Once a
fortnight

Once a month

More than once
a week

Other - one-off

Other - not
specified

Duration of treatment session or contact

Psychological

30 minutes to
an hour

More than one
hour
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Medication

49  Family/carer

20 Person

3 Advocate
3

1

1

Medication
22 1-6
11 6-12
11 More than 24

4 12-24

Medication

16 Once a fortnight

9  Once a month

8  Once a week

7  Other - variable

7  More than once

a week

1 Other - 3-6
months

1 Other - 6-8
weeks

Other - once a

year
Other - not
specified

Medication

26 30 minutes to an

hour

13 15-30 minutes

37

10

18

10

2

22
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Number of responses

Physical health support

Family/carer 5

Person 1

Physical health support

1-6 3

12-24 1

Physical health support
Other - variable 3

Once a fortnight 1

Physical health support

< 15 minutes 1

15-30 minutes 1

Other
Family/carer

Person

Other
1-6
6-12
12-24

More than 24

Other
Once a week
Once a fortnight

Once a month

Other - variable

More than once a
week

Other

30 minutes to an
hour

15-30 minutes

15

4
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Participant’s role

15 to 30
minutes

< 15 minutes

About an hour

6

2

1

< 15 minutes

Monitoring of treatment implementation

Psychological
Yes

No

Ways of monitoring the treatment implementation

Psychological
Progress review

Outcome
measures

Stakeholder’s
feedback

Keeping records

Developing care
plans

Supervision

Writing reports

Follow-up
appointments

Reflective
practice

Team discussion

Audit

Are any adaptations to this treatment or intervention made depending on patient’s needs?

Psychological
Yes

No

Situations leading to adapting the treatment

Psychological

Communication
needs

Degree of
learning
disability

Person’s needs
Systemic or

environmental
challenges
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13

11

1

1

a4

4

20

17

13

10

Medication
42 Yes
6 No

Medication
Progress review

Stakeholder’s
feedback

Developing care
plans

Keeping records

Outcome
measures

Writing reports

Medication or
physical health
monitoring

Audit

Follow-up
appointments

Team discussion

Medication

Yes

Medication

Communication
needs

Nature and
degree of anxiety

Degree of
learning disability

Responsiveness
to the
intervention

4

25

7

32

11

10

Number of responses

30 minutes to an hour

More than one hour

Physical health support
Yes

No

Physical health support
Audit

Writing reports

Physical health support

Yes

Physical health support

Nature and degree of
anxiety

Communication needs

Physical, health or
mobility needs

Person’s interests or
preferences

1

2

1

1

More than one
hour

Other
Yes

No

Other

Keeping records

QOutcome measures

Progress review

Stakeholder’s
feedback

Follow-up
appointments

Other

Yes

Other

Degree of learning
disability

Communication
needs

Responsiveness to
the intervention

Person’s needs

12
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Participant’s role

Autistic traits

Nature and
degree of
anxiety

Physical, health
or mobility
needs

Responsiveness
to the
intervention

Level of
engagement

Behavioural
needs

Person’s
interests or
preferences

Feedback from
the person or
carer

Carer or family
understanding

Treatment adaptations

Psychological

Communication
support

Adjusting
session content
or activities

Adjusting
timing, dura-
tion, number,
or frequency of
sessions

Involving carers
in treatment
and liaison
with support
networks

Environmental
adaptations

Changing the
setting

Liaison
with other
professionals
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37

20

14

14

10

8

Person’s needs

Physical, health
or mobility needs

Autistic traits

Behavioural
needs

Systemic or
environmental
challenges

Person’s interests
or preferences

Feedback from
the person or
carer

Medication

Communication
support

Involving carers
in treatment

and liaison with
support networks

Adjusting
medication
procedures

Adjusting timing,
duration, number,
or frequency of
sessions

Changing the
setting

Liaison with other

professionals

Environmental
adaptations

15

11
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Number of responses

Feedback from the 1

person or carer

Physical health support

Communication support

Adjusting timing,
duration, number, or
frequency of sessions

Environmental
adaptations

Reducing waiting time

Changing the setting

Assessment of needs

Involving carers in
treatment and liaison
with support networks

Autistic traits

Nature and degree
of anxiety

Systemic or
environmental
challenges

Other

Involving carers
in treatment

and liaison with
support networks

Communication
support

Adjusting timing,
duration, number,
or frequency of
sessions

Environmental
adaptations

Changing the
setting

Adjusting
session content or
activities

Assessment of
needs

3

11
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Participant’s role

Consideration
for person’s
interests and
preferences

Formulation-
driven
treatment plan

Psychoeducation

Assessment of
needs

Increased
practical
support

MCA
considerations

Assessment of
needs

Consideration for
person’s interests
and preferences

Adjusting session
content or
activities

Psychoeducation

MCA
considerations

2

Number of responses

Liaison with other
professionals

Formulation driven 1
treatment plan
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Appendix 3 Sample fidelity checklist

Session 1 checklist

Even if the carer did not attend the session, please complete the section below:
Therapist’s initials: Date when completed:

Date of the session:

Name of the NHS Trust:

[ Herefordshire and Worcestershire Health and Care NHS Trust

[J Coventry and Warwickshire Partnership NHS Trust

[J Mersey Care NHS Foundation Trust

[ Leicestershire Partnership NHS Trust

[0 Solent NHS Trust

Did the carer attend the session?

U Yes
O No
1. Gathered all resources listed in the materials section of the CYES CONO
session plan.
Coverage of session plan Tick correct
2. Agreed with the carer on the agenda for the session. COYES CONO
3. Ensured that the carer clearly understood the purpose of the CJOYES CINO
session.
4. Session aims were fulfilled. OYES CONO
5. Session was completed in 1.5 hours. CYES CONO
Understanding and accessibility Tick correct
6. Adjusted the content and style of my own communication to CIYES CONO
help the carer’s understanding.
7. Welcomed questions from the carer. CIYES CONO
8. Session was pitched at a level that was accessible to the CYES CONO
carer. The carer remained engaged.
9. Care was taken to pace the session at a rate that allowed the CYES CONO
carer to keep up with what was happening.
Interpersonal effectiveness Tick correct
10. Communicated with warmth, concern and caring. CJOYES CONO
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General session preparations Tick correct

11. In control of the session, communicated clearly without COYES [ONO
frequent hesitations/repetitions.

12. Able to shift appropriately between listening and leading. CJYES [ONO
Engaging participants Tick correct

13. Explained rationale and requirements for the different activi- CJYES CONO
ties/elements of the session clearly.

14. Did not criticise, disapprove, or ridicule the carer. CJYES [ONO

15. Responded to seemingly irrelevant interruptions in an effec- CIYES [ONO
tive yet respectful manner.

Session content Tick correct

16. Introduced myself and explained my role. CJYES [INO

17. Explained the structure of the treatment, including the fre- CJYES [ONO
quency, duration, and number of sessions.

18. Introduced the Carer’s Handbook. CJYES [ONO

19. Introduced Graded Exposure and relaxation and explained COYES CONO
their role in the treatment.

20. Reviewed the Assessment Interview with the carer and asked CJYES [ONO
additional questions about person’s circumstances if needed.

21. Explored anxiety symptoms more likely to be observed in CJYES CINO
people with learning disabilities.

22. Introduced Handout on principles of behaviour and behav- CJYES CINO
iour change from the Carer’s Handbook.

23. Explored how anxiety disorders are formed and maintained. CJYES CONO

24. Introduced the ABC chart and explained how to use it. CJYES CONO

25. Explained the inter-session task. CJYES [ONO

26. Provided a 5-minute warning before the session ended. CJYES CONO

27.Summarised the session. CJYES CONO

28. Reminded the carer about the time of the next session and CJYES [ONO
its focus.

Comments

Signature of the Therapist:

This checklist was adapted from Jahoda et al., 2013.
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Appendix 4 Carer interview schedule

BEAMS-ID interview schedule - carers

Target duration: 30 minutes

Warm up

To start, please can you tell me a bit about yourself, and what led to you and [name of the person with LD] to taking part
in the BEAMS-ID study?

Acceptability of consent processes
Before you and (name of the person with LD) started the BEAMS-ID treatment, what did you know or think about it?

What did you think about the booklet you received with information about the study? Was it helpful in understanding the
study?

What did you think about the consent forms? Was the process of receiving and signing them straightforward?

Overall, what was your experience of joining this study? What did you think about how this was organised? Is there
anything that you think we could be doing differently for people with learning disabilities and their carers in a future
study?

Intervention accessibility and acceptability
What was your experience of attending the twelve treatment sessions as a carer?

How do you think [name of the person with LD] found the treatment sessions? Do you think anything could have been
done differently to support them better?

Did anything help you and [name of the person with LD] to attend the BEAMS-ID sessions? Did anything stop you from
attending them?

Were there any sessions that you couldn’t attend? What happened?
Helpful/unhelpful aspects, including barriers to change
What things do you think were good about the BEAMS-ID treatment for you and [name of the person with LD]?

Was there anything you didn’t like about the BEAMS-ID treatment, or that you would have liked to have been done
differently?

The value of our adaptations
Do you think the treatment met [name of the person with LD]’s needs?

Do you think any further adaptations/changes are needed for the treatment to meet the needs of autistic people with
learning disabilities and their carers?

Were the treatment materials accessible to the person you were supporting or easily adapted to meet their needs? Would
you change anything in the treatment materials?

Relationships with therapists within intervention
What was your experience of working with the BEAMRS therapist?
Did you and [name of the person with LD] feel supported during the treatment?

Did you and [name of the person with LD] feel you were able to ask questions and raise concerns with your BEAMS-ID
therapist?

Is there anything the therapist could have done differently to support both of you better?
Acceptability of outcome measures

Thinking back to when you completed the same set of questionnaires before and after the treatment, what was this
experience like for you?

Copyright © 2024 Langdon et al. This work was produced by Langdon et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,
distribution, reproduction and adaptation in any medium and for any purpose provided that it is properly attributed. See: https:/creativecommons.org/licenses/by/4.0/. For
attribution the title, original author(s), the publication source - NIHR Journals Library, and the DOI of the publication must be cited.

123



124

APPENDIX 4

Acceptability of randomisation within a future trial

In future studies, some people with learning disabilities will receive the BEAMS-ID treatment in addition to the supports
usually available, and some will continue with support options normally available in the NHS. Would you and [name of the
person with LD] consider taking part in a study like that?

Effects of participation
What sort of things do you think that you learnt during the treatment sessions?

Do you think that anything has changed for you and [name of the person with LD] since you have completed the
BEAMS-ID treatment?

Has the treatment made any difference to [name of the person with LD]’s life?

What do you think will happen in the future for [name of the person with LD] now that you have completed the
BEAMS-ID treatment?

Closing questions

Is there anything else you think we should know?
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Appendix 5 Therapist interview schedule
Therapist interview schedule.
BEAMS-ID interview schedule - therapists

Target duration: 30 minutes

Warm up

To start, please can you tell me a bit about your own background, experience and qualifications?

How did you hear about the BEAMS-ID study, and what made you want to work as a therapist on the study?
Training

Could you tell me about the BEAMS-ID training?

Do you think that the training prepared you well enough to deliver the treatment?

What, if any, elements of the BEAMS-ID training have helped you to support engagement with the participants you have
been working with?

Intervention accessibility and acceptability

Can you tell me about your experience of delivering the twelve BEAMS-ID sessions?
How did participants respond to the BEAMS-ID sessions?

How did carers respond to the BEAMS-ID sessions?

Do you think the BEAMS-ID treatment is suitable for autistic adults with moderate to severe learning disabilities and
their carers?

Did you enjoy delivering the BEAMS-ID treatment?
Helpful/unhelpful aspects, including barriers to change

Overall, how have the BEAMS-ID sessions gone with participants and their carers? What were the challenges, and what
went well?

Could you give me an example of something you found easy in delivering the BEAMS-ID treatment?
Could you give me an example of something you found hard in delivering the BEAMS-ID treatment?

Was there anything you didn’t like about the BEAMS-ID treatment, or that you would have liked to have been done
differently? Any suggestions for improvements?

What did you think about the number and frequency of the treatment sessions?

The value of our adaptations

Do you think the treatment met participants’ needs? If so, how?

Do you think the treatment met carers’ needs? If so, how?

Did you make any adjustments to the treatment to meet participant’s or carer’s needs?

Do you think any revisions are needed for the treatment to meet the needs of autistic people with learning disabilities
and their carers? If so, what are they?

Were the treatment materials appropriate for participants and their carers? Did you need to make any changes to the
materials?

Copyright © 2024 Langdon et al. This work was produced by Langdon et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,
distribution, reproduction and adaptation in any medium and for any purpose provided that it is properly attributed. See: https:/creativecommons.org/licenses/by/4.0/. For

attribution the title, original author(s), the publication source - NIHR Journals Library, and the DOI of the publication must be cited.

125



126

APPENDIX 5

Relationships with therapists within intervention

Do you feel the structure of the sessions enabled you to build a therapeutic relationship with the participant and their
carer? If so, how?

Do you think any changes could be made to support participants and their carers to engage better with the BEAMS-ID
treatment?

Outcome measures
Do you have any suggestions for outcome measures we could be using in future trials?
Acceptability of randomisation within a future trial

In future studies, some participants will be allocated to receive the BEAMS-ID treatment and some to continue with
support options normally available in the NHS. How do you feel about this process?

Closing questions

Thinking about your professional development, did you experience any benefits from learning about and delivering the
BEAMS-ID treatment?

If it was available, would you choose to use the BEAMS-ID treatment with future clients with anxiety problems?

Is there anything else you think we should know?
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Appendix 6 Interview framework for
participants using Talking Mats

Talking Mats Interview Plan for BEAMS-ID participants

Target duration: 15 minutes

Talking Mats were used in this study as a communication tool for participants received the BEAMS-ID
intervention. All interviews were conducted by a researcher who had been trained to use Talking Mats™.

A Talking Mat was used with all participants, irrespective of their communication abilities, to ensure that
we are providing all participants with the same opportunity to express their thoughts and feelings. All
Talking Mats contained three component parts: the Topic, Top Scale, and Options (see Figure 5).

The Topic symbol represents the interview question and is a visual representation that can be drawn on
throughout the interview should the participant go off topic. There is only one Topic per Talking Mat. In
this study, the topic will be ‘How do you feel about the BEAMS-ID treatment?’

The Top Scale symbols are a three-point visual scale for the interviews, whereby the participant will be
able to categorise their options. In this study, the top scale will represent ‘like’, ‘not sure’ and ‘Il don't like'.
If some participants find it difficult to have a three-point top scale, this can be reduced to a two-point
scale with only ‘like’ and ‘don't like".

Top Scale

@]

Garden i Toilet

e

Options

Other residents
Your room

Where you live 02/08/2013 12:12

Topic

FIGURE 5 Example of a Talking Mat with labelled components.

Copyright © 2024 Langdon et al. This work was produced by Langdon et al. under the terms of a commissioning contract issued by the Secretary of State for Health
and Social Care. This is an Open Access publication distributed under the terms of the Creative Commons Attribution CC BY 4.0 licence, which permits unrestricted use,
distribution, reproduction and adaptation in any medium and for any purpose provided that it is properly attributed. See: https:/creativecommons.org/licenses/by/4.0/. For
attribution the title, original author(s), the publication source - NIHR Journals Library, and the DOI of the publication must be cited.

127



128

APPENDIX 6

The Options symbols represent the different responses related to the interview question. Participants
will be given one symbol (or tile) at a time and asked to place it on the mat under the top scale symbol
that represents their feelings about that option. Each option will be highlighted in turn and the
participant will be asked the open question ‘How do you feel about ... ? Only 10-15 options will be used
within each Talking Mat. If it is possible to do so, the placing of the options symbols can lead to further
conversation and questions about the option. In this study, the Options symbols will include: ‘coming to
treatment sessions’, ‘the carer helping me’, ‘meeting new people’, ‘the therapist), ‘talking about things that
make me anxious’, ‘looking at pictures/booklet’, ‘learning about anxiety’, ‘relaxation’, ‘trying new things/,
‘making choices’, ‘using visual schedule’, and ‘talking about how | feel’. Options symbols will be taken
from Easy on the | or we will use photographs. Participants will also have the option to add their own
options symbols to the mat about other things that they liked/disliked about the BEAMS-ID treatment.
Further to this, participants will be given the opportunity to review their mat and move the tiles to other
top scale symbols if they have changed their mind.

OPTIONS (‘How do you feel about ...?’):

Coming to treatment sessions

The carer helping me

Meeting new people

The therapist

Talking about things that make me anxious
Looking at pictures/booklet

Learning about anxiety

Relaxation

Fear Ladder

Making choices

Using visual schedule

Talking about how | feel (with photo of the Rating Scale)
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Appendix 7 Effectiveness framework for
interviews using Talking Mats

Effectiveness framework of functional communication

Engagement - the social closeness that is established in the interaction and maintained through rapport
and joint attention.

Thinker’s understanding - based on verbal and non-verbal responses.
Listener’s understanding of thinker’s views - shown by non-verbal and verbal responses of listener.

Thinker - on track - the relevance of the thinker's verbal and non-verbal responses to the topic
being discussed.

Symmetry - the sense of equilibrium and balance that creates shared control in the interaction.
Real time - the extent to which the interaction happens within a typical time frame.

Listener - participant factor/satisfaction - the perspective of the listener about how easy it is to support
and maintain the interaction.

Effectiveness framework of functional communication

Indicators 4, Always 3, Often 2,50/50 1, Occasionally 0, None

Engagement

Participant’s understanding issue
for discussion:

Participant understands the
activities aspect of the topic

Participant understands that the
activities are about doing the
BEAMS-ID treatment

Interviewer'’s understanding of
participant’s views

Participants - on track
Symmetry
Real time

Interviewer's chill factor
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Appendix 8 Fidelity data for each therapy

session

Fidelity checklist percentages for BEAMS Session 1

Theme and question

Who was present at the session

Was the carer present?

General session preparations

1. Gathered all resources listed in the materials section of the session plan.
Coverage of session plan

2. Agreed with the carer on the agenda for the session.

3. Ensured that the carer clearly understood the purpose of the session.
4. Session aims were fulfilled.

5. Session was completed in 1.5 hours.

Understanding and accessibility

6. Adjusted the content and style of my own communication to help the carer’s under-
standing.

7. Welcomed questions from the carer.

8. Session was pitched at a level that was accessible to the carer. The carer remained
engaged.

9. Care was taken to pace the session at a rate that allowed the carer to keep up with
what was happening.

Interpersonal effectiveness
10. Communicated with warmth, concern and understanding.

11. In control of the session, communicated clearly without frequent hesitations/
repetitions.

12. Able to shift appropriately between listening and leading.
Engaging participants

13. Explained rationale and requirements for the different activities/elements of the
session clearly.

14. Did not criticise, disapprove, or ridicule the carer.

15. Responded to seemingly irrelevant interruptions in an effective yet respectful manner.

Session content
16. Introduced myself and explained my role.

17. Explained the structure of the treatment, including the frequency, duration, and
number of sessions.

18. Introduced the Carer's Handbook.

19. Introduced Graded Exposure and relaxation and explained their role in the treatment.

Percentage of

yes responses

100

100

100
100
91.7

79.2

95.8

100
100

95.8

100
100

95.8

100

91.3
95.7

100
100

87
87
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Percentage of
Theme and question yes responses

20. Reviewed the Assessment Interview with the carer and asked additional questions 87
about person’s circumstances if needed.

21. Explored anxiety symptoms more likely to be observed in people with learning 82.6
disabilities.

22. Introduced Handout on principles of behaviour and behaviour change from the Carer’s 91.3
Handbook.

23. Explored how anxiety disorders are formed and maintained. 82.6

24. Introduced the ABC chart and explained how to use it. 91.3

25. Explained the inter-session task. 91.3

26. Provided a 5-minute warning before the session ended. 65.2

27.Summarised the session. 91.3

28. Reminded the carer about the time of the next session and its focus. 100

Fidelity checklist percentages for BEAMS Session 2

Percentage of
Theme and question yes responses

Who was present at the session
Person and carer 70
Person, carer and other 30

General session preparations

1. Gathered all resources listed in the materials section of the session plan. 95.2
2. Ensured the person has their communication supports available (if needed). 100
3. Agreed with the person and carer on frequency of breaks. 90.5

Coverage of session plan

4. Agreed with the person and carer on the agenda for the session and completed a 85.7
Visual Schedule.

5. Ensured that the person and carer clearly understood the purpose of the session. 95.2
6. Session aims were fulfilled. 85.7
7. Session was completed in 1.5 hours. 95.2

Understanding and accessibility

8. Adjusted the content and style of my own communication to help the carer and 95.2
person’s understanding.

9. Welcomed questions from the carer and the person. 100

10. Session was pitched at a level that was accessible to the person and the carer. The 95.2
person and the carer remained engaged.

11. Care was taken to pace the session at a rate that allowed the person and the carer to 95.2
keep up with what was happening.

Interpersonal effectiveness

12. Communicated with warmth, concern and caring. 100
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Theme and question
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Percentage of
yes responses

13. In control of the session, communicated clearly without frequent hesitations/ 100
repetitions.

14. Able to shift appropriately between listening and leading. 100

Engaging participants

15. Explained rationale and requirements for the different activities/elements of the 100
session clearly.

16. Did not criticise, disapprove, or ridicule the person or the carer. 100

17. Responded to seemingly irrelevant interruptions in an effective yet respectful manner. 90

Session content

18. Introduced myself to the person and explained my role. 95

19. Reviewed ABC chart. 60

20. Explained to the person the structure of the treatment, including the frequency, 85
duration, and number of sessions.

21. Explained to the person the role of the carer in the treatment. 95

22. Built rapport with the person and explored their hobbies, interests, and preferences. 95

23. Identified six items/activities/edibles that the person appears to prefer the most by 85
talking to the person and the carer.

24. Conducted a Preference Assessment. 90

25. Introduced the Rating Scale and explained how to use it. 80

26. Explored person’s and carer's expectations of the treatment. 85

27. Offered the person and the carer an opportunity to ask questions. 100

28. Introduced the inter-session task. 100

29. Provided a 5-minute warning before the session ended. 70

30. Summarised the session. 90

31. Reminded the person about the time of the next session and its focus. 95

Inter-session tasks

32. Reviewed previous week’s inter-session task (ABC chart). 65

33. Encouraged carer to complete inter-session task. 100

34. Asked carer if they anticipated any problems with inter-session task. 100

Fidelity checklist percentages for BEAMS Session 3

Theme and question

Who was present at the session

Percentage of
yes responses

Person 4.8
Carer 4.8
Person and carer 571
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Percentage of

Theme and question yes responses
Person, carer and other 28.6
Other 4.8

General session preparations

1. Gathered all resources listed in the materials section of the session plan. 95.5
2. Ensured the person has their communication supports available (if needed). 100
3. Agreed with the person and carer on frequency of breaks. 90.5

Coverage of session plan

4. Agreed with the person and carer on the agenda for the session and completed a 86.4
Visual Schedule.

5. Ensured that the person and carer clearly understood the purpose of the session. 95.5
6. Session aims were fulfilled. 76.2
7. Session was completed in 1.5 hours. 81.8

Understanding and accessibility

8. Adjusted the content and style of my own communication to help the carer and 95.5
person’s understanding.

9. Welcomed questions from the carer and the person. 100

10. Session was pitched at a level that was accessible to the person and the carer. The 90.9
person and the carer remained engaged.

11. Care was taken to pace the session at a rate that allowed the person and the carer to 100
keep up with what was happening.

Interpersonal effectiveness

12. Communicated with warmth, concern and caring. 100

13. In control of the session, communicated clearly without frequent hesitations/ 95.5
repetitions.

14. Able to shift appropriately between listening and leading. 100

Engaging participants

15. Explained rationale and requirements for the different activities/elements of the 100

session clearly.
16. Did not criticise, disapprove, or ridicule the person or the carer. 100
17.Responded to seemingly irrelevant interruptions in an effective yet respectful manner. 100

Session content

18. Reviewed ABC chart. 76.2
19. Introduced Handout on anxiety for the person. 100
20. Explored with the person what anxiety is and how it feels to them. 90.5
21. Introduced concept of relaxation and how it feels to the person to be relaxed. 85.7
22. Introduced Handout on autism and learning disability. 90.5
23. Explored person’s traits and strengths and challenges related to autism and learning 90.5
disability.
24. Explored how person communicated distress, break and other important words and 95.2

taught them if needed.
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Percentage of

Theme and question yes responses
25. Provided a 5-minute warning. 76.2
26. Summarised the session. 95.2
27.Reminded the person about the time of the next session and its focus. 90.5

Inter-session tasks

28. Reviewed previous week’s inter-session task (ABC chart). 85.7

29. Encouraged carer to complete this week’s inter-session tasks (continue with ABC 100
chart).

30. Asked carer if they anticipated any problems with inter-session tasks. 90.5

Fidelity checklist percentages for BEAMS Session 4

Percentage of
Theme and question yes responses

Who was present at the session
Person and carer 83.3
Person, carer and other 16.7

General session preparations

1. Gathered all resources listed in the materials section of the session plan. 94.7
2. Ensured the person has their communication supports available. 100
3. Agreed with the person and carer on frequency of breaks. 89.5
4. Completed a Visual Schedule for the session. 89.5

Coverage of session plan

5. Agreed with the person and carer on the agenda for the session and completed a 94.7
Visual Schedule.

6. Ensured that the person and carer clearly understood the purpose of the session. 94.7
7. Session aims were fulfilled. 94.7
8. Session was completed in 1.5 hours. 89.5

Understanding and accessibility

9. Adjusted the content and style of my own communication to help the carer and per- 100
son’s understanding.

10. Welcomed questions from the carer and the person. 100

11. Session was pitched at a level that was accessible to the person and the carer. The 100
person and the carer remained engaged.

12. Care was taken to pace the session at a rate that allowed the person and the carer to 100
keep up with what was happening.

Interpersonal effectiveness

13. Communicated with warmth, concern and caring. 100
14. In control of the session, communicated clearly without frequent hesitations/repeti- 100
tions.
15. Able to shift appropriately between listening and leading. 100
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Theme and question
Engaging participants

16. Explained rationale and requirements for the different activities/elements of the
session clearly.

17. Did not criticise, disapprove, or ridicule the person or the carer.

18. Responded to seemingly irrelevant interruptions in an effective yet respectful manner.

Session content

19. Reviewed the ABC chart.

20. Introduced relaxation and explained how it can help with anxiety.
21. Explained when to use relaxation techniques.

22. Introduced deep breathing exercise and practised with the person.

23. Introduced muscle relaxation exercise and practised with the person.

24. Explored adaptations the person might need to benefit from relaxation techniques.

25. Provided a 5-minute warning before the session ended.

26. Summarised the session.

27.Reminded the person about the time of the next session and its focus.
Inter-session tasks

28. Reviewed previous week’s inter-session task (ABC chart).

29. Encouraged carer to complete inter-session task (continue with ABC chart).

30. Asked carer if they anticipated any problems with inter-session task.

Percentage of
yes responses

100

100
100

77.8
100
100
83.3
88.9
94.4
83.3
88.9
83.3

83.3
100
88.9

Fidelity checklist percentages for BEAMS Session 5

Theme and question

Who was present at the session

Was the carer present?

General session preparations

1. Gathered all resources listed in the materials section of the session plan.
Coverage of session plan

2. Agreed with the carer on the agenda for the session.

3. Ensured that the carer clearly understood the purpose of the session.
4. Session aims were fulfilled.

5. Session was completed in 1.5 hours.

Understanding and accessibility

6. Adjusted the content and style of my own communication to help the carer’s
understanding.

7. Welcomed questions from the carer.

Percentage of
yes responses

100

100

100

100

88.9

88.9

100

100
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Percentage of

Theme and question yes responses
8. Session was pitched at a level that was accessible to the carer. The carer remained 100

engaged.
9. Care was taken to pace the session at a rate that allowed the carer to keep up with 100

what was happening.

Interpersonal effectiveness

10. Communicated with warmth, concern and caring. 100

11. In control of the session, communicated clearly without frequent hesitations/ 94.4
repetitions.

12. Able to shift appropriately between listening and leading. 100

Engaging participants

13. Explained rationale and requirements for the different activities/elements of the 100

session clearly.
14. Did not criticise, disapprove, or ridicule the carer. 100
15. Responded to seemingly irrelevant interruptions in an effective yet respectful manner. 100
Session content

16. Summarised the results from the Assessment Interview and ABC chart and discussed 94.1
potential proactive strategies that can be implemented to help with person’s anxiety.

17. Introduced the Treatment Plan and explained the difference between proactive and 100
reactive strategies.

18. Introduced strategies from green, amber, and red categories. 94.1

19. Defined criteria for strategies from green, amber, and red categories based on 94.1
person’s behaviours.

20. Explored when to use strategies from green, amber, and red categories and how they 94.1
can support the person.

21. Summarised the session. 100
22.Reminded the carer about the time of the next session and its focus. 100

Inter-session tasks

23. Reviewed previous week’s inter-session task (ABC chart). 82.4
24. Encouraged carer to complete inter-session task (continue with ABC chart). 94.1
25. Asked carer if they anticipated any problems with inter-session task. 824

Fidelity checklist percentages for BEAMS Session 6

Percentage of
Theme and question yes responses

Who was present at the session
Was the carer present? 100
General session preparations

1. Gathered all resources listed in the materials section of the session plan. 94.1
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Percentage of
Theme and question yes responses

Coverage of session plan

2. Agreed with the carer on the agenda for the session. 100
3. Ensured that the carer clearly understood the purpose of the session. 100
4. Session aims were fulfilled. 94.1
5. Session was completed in 1.5 hours. 94.1

Understanding and accessibility

6. Adjusted the content and style of my own communication to help the carer’s 100
understanding.

7. Welcomed questions from the carer. 100

8. Session was pitched at a level that was accessible to the carer. The carer remained 100
engaged.

9. Care was taken to pace the session at a rate that allowed the carer to keep up with 100

what was happening.

Interpersonal effectiveness

10. Communicated with warmth, concern and caring. 100

11. In control of the session, communicated clearly without frequent hesitations/repeti- 100
tions.

12. Able to shift appropriately between listening and leading. 100

Engaging participants

13. Explained rationale and requirements for the different activities/elements of the 100

session clearly.
14. Did not criticise, disapprove, or ridicule the carer. 100
15. Responded to seemingly irrelevant interruptions in an effective yet respectful manner. 100

Session content

16. Reviewed ABC chart. 76.5
17. Introduced Handout on Graded Exposure. 88.2
18. Explained what Graded Exposure is. 94.1
19. Explained how Graded Exposure can help with anxiety. 94.1
20. Explained the difference between exposure and flooding. 94.1
21. Introduced Handout on Fear Ladders. 94.1
22. Introduced Fear Ladders. 94.1
23. Explained how Fear Ladders are used in Graded Exposure. 94.1
24. Provided an example of Fear Ladder. 94.1
25. Explored anxiety-provoking situations for the person. 100
26. Constructed a Fear Ladder with the carer. 824
27. Explored barriers to doing Graded Exposure with the person. 94.1
28. Reminded the carer about the importance of generalisation. 82.4
29. Summarised the session. 88.2
30. Reminded the person about the time of the next session and its focus. 100
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Theme and question

Inter-session tasks

31. Reviewed previous week’s inter-session task (ABC chart).

32. Encouraged carer to complete this week’s inter-session tasks (continue with ABC

chart).

33. Asked carer if they anticipated any problems with inter-session tasks.

Health Technology Assessment 2024 Vol. 28 No. 72

Percentage of
yes responses

76.5
94.1

82.4

Fidelity checklist percentages for BEAMS Session 7

Theme and question

Who was present at the session

Carer

Person and carer

Person, carer and other

General session preparations

1.
2.
3.
4.

Gathered all resources listed in the materials section of the session plan.
Ensured the person has their communication supports available (if needed).
Agreed with the person and carer on frequency of breaks.

Completed a Visual Schedule for the session.

Coverage of session plan

5.

6.
7.
8.

Agreed with the person and carer on the agenda for the session and completed a
Visual Schedule.

Ensured that the person and carer clearly understood the purpose of the session.
Session aims were fulfilled.

Session was completed in 1.5 hours.

Understanding and accessibility

9.

Adjusted the content and style of my own communication to help the carer and
person’s understanding.

10. Welcomed questions from the carer and the person.

11. Session was pitched at a level that was accessible to the person and the carer. The

12. Care was taken to pace the session at a rate that allowed the person and the carer to

person and the carer remained engaged.

keep up with what was happening.

Interpersonal effectiveness

13. Communicated with warmth, concern and caring.

14. In control of the session, communicated clearly without frequent hesitations/

repetitions.

15. Able to shift appropriately between listening and leading.

Percentage of
yes responses

5.6
72.2

22.2

94.4
94.4
94.4
77.8

100
83.3
100

100

100

94.4

100

100
100

100
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Theme and question
Engaging participants

16. Explained rationale and requirements for the different activities/elements of the
session clearly.

17. Did not criticise, disapprove, or ridicule the person or the carer.

18. Responded to seemingly irrelevant interruptions in an effective yet respectful manner.

Session content

19. Reviewed the ABC chart.

20. Did a 5-minute relaxation practice with the person and the carer.

21. Reminded the person and carer why exposure to feared stimuli can help.
22. Explained how Graded Exposure works.

23. Practised working on the first step of the Fear Ladder.

24. Provided a 5-minute warning before the session ended.

25. Summarised the session.

26. Reminded the person about the time of the next session and its focus.
Inter-session tasks

27.Reviewed previous week’s inter-session task (ABC chart).

28. Encouraged carer to complete this week’s inter-session tasks (continue with ABC
chart and practise Graded Exposure).

29. Asked carer if they anticipated any problems with inter-session tasks.

Percentage of
yes responses

94.4

100
100

66.7
83.3
94.4
88.9
77.8
72.2
83.3
88.9

70.6
100

88.2

Fidelity checklist percentages for BEAMS Session 8

Theme and question

Who was present at the session

Person and carer

Person, carer and other

General session preparations

1. Gathered all resources listed in the materials section of the session plan.

2. Ensured the person has their communication supports available (if needed).
3. Agreed with the person and carer on frequency of breaks.

4. Completed a Visual Schedule for the session.

Coverage of session plan

5. Agreed with the person and carer on the agenda for the session and completed a
Visual Schedule.

6. Ensured that the person and carer clearly understood the purpose of the session.

7. Session aims were fulfilled.

8. Session was completed in 1.5 hours.

Percentage of
yes responses

824
17.7

93.8
100
87.5
81.3

81.3

93.8
81.3
93.8
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Percentage of
Theme and question yes responses

Understanding and accessibility

9. Adjusted the content and style of my own communication to help the carer and 100
person’s understanding.

10. Welcomed questions from the carer and the person. 100

11. Session was pitched at a level that was accessible to the person and the carer. The 100
person and the carer remained engaged.

12. Care was taken to pace the session at a rate that allowed the person and the carer to 100
keep up with what was happening.

Interpersonal effectiveness

13. Communicated with warmth, concern and caring. 100

14. In control of the session, communicated clearly without frequent hesitations/ 100
repetitions.

15. Able to shift appropriately between listening and leading. 100

Engaging participants

16. Explained rationale and requirements for the different activities/elements of the 100

session clearly.
17. Did not criticise, disapprove, or ridicule the person or the carer. 100
18. Responded to seemingly irrelevant interruptions in an effective yet respectful manner. 100

Session content

19. Reviewed the ABC chart. 62.5
20. Did a 5-minute relaxation practice with the person and the carer. 93.8
21. Checked on progress with Graded Exposure. 81.3
22. Practised working on the next step of the Fear Ladder. 62.5
23. Provided a 5-minute warning before the session ended. 75

24. Summarised the session. 81.3
25. Reminded the person about the time of the next session and its focus. 93.8

Inter-session tasks
26. Reviewed previous week’s inter-session task (ABC chart and Graded Exposure). 75

27.Encouraged carer to complete inter-session task (continue with ABC chart and 93.8
practise Graded Exposure).

28. Asked carer if they anticipated any problems with inter-session task. 87.5

Fidelity checklist percentages for BEAMS Session 9

Percentage of
Theme and question yes responses

Who was present at the session

Carer 6.3

Person and carer 81.3

Person, carer and other 12.5
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Percentage of
Theme and question yes responses

General session preparations

1. Gathered all resources listed in the materials section of the session plan. 100
2. Ensured the person has their communication supports available (if needed). 100
3. Agreed with the person and carer on frequency of breaks. 93.8
4. Completed a Visual Schedule for the session. 75

Coverage of session plan

5. Agreed with the person and carer on the agenda for the session and completed a 81.3
Visual Schedule.

6. Ensured that the person and carer clearly understood the purpose of the session. 100
7. Session aims were fulfilled. 87.5
8. Session was completed in 1.5 hours. 93.8

Understanding and accessibility

9. Adjusted the content and style of my own communication to help the carer and per- 100
son’s understanding.

10. Welcomed questions from the carer and the person. 100

11. Session was pitched at a level that was accessible to the person and the carer. The 100
person and the carer remained engaged.

12. Care was taken to pace the session at a rate that allowed the person and the carer to 100
keep up with what was happening.

Interpersonal effectiveness

13. Communicated with warmth, concern and caring. 100

14. In control of the session, communicated clearly without frequent hesitations/repeti- 100
tions.

15. Able to shift appropriately between listening and leading. 100

Engaging participants

16. Explained rationale and requirements for the different activities/elements of the ses- 100
sion clearly.

17. Did not criticise, disapprove, or ridicule the person or the carer. 100

18. Responded to seemingly irrelevant interruptions in an effective yet respectful manner. 100

Session content

19. Reviewed the ABC chart. 68.8
20. Did a 5-minute relaxation practice with the person and the carer. 81.3
21. Checked on progress with Graded Exposure. 93.8
22. Practised working on the next step of the Fear Ladder. 75

23. Provided a 5-minute warning before the session ended. 81.3
24. Summarised the session. 813
25. Reminded the person about the time of the next session and its focus. 93.8
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Percentage of
Theme and question yes responses

Inter-session tasks
26. Reviewed previous week’s inter-session task (ABC chart and Graded Exposure). 81.3

27.Encouraged carer to complete inter-session task (continue with ABC chart and 93.8
practise Graded Exposure).

28. Asked carer if they anticipated any problems with inter-session task. 87.5

Fidelity checklist percentages for BEAMS Session 10

Percentage of
Theme and question yes responses

Who was present at the session

Carer 5.9
Person and carer 824
Person, carer and other 11.8

General session preparations

1. Gathered all resources listed in the materials section of the session plan. 94.1
2. Ensured the person has their communication supports available (if needed). 94.1
3. Agreed with the person and carer on frequency of breaks. 94.1
4. Completed a Visual Schedule for the session. 88.2

Coverage of session plan

5. Agreed with the person and carer on the agenda for the session and completed a 82.4
Visual Schedule.

6. Ensured that the person and carer clearly understood the purpose of the session. 100
7. Session aims were fulfilled. 100
8. Session was completed in 1.5 hours. 100

Understanding and accessibility

9. Adjusted the content and style of my own communication to help the carer and 100
person’s understanding.

10. Welcomed questions from the carer and the person. 100

11. Session was pitched at a level that was accessible to the person and the carer. The 94.1
person and the carer remained engaged.

12. Care was taken to pace the session at a rate that allowed the person and the carer to 100
keep up with what was happening.

Interpersonal effectiveness

13. Communicated with warmth, concern and caring. 100
14. In control of the session, communicated clearly without frequent hesitations/ 100
repetitions.
15. Able to shift appropriately between listening and leading. 100
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Percentage of

Theme and question yes responses
Engaging participants
16. Explained rationale and requirements for the different activities/elements of the ses- 100
sion clearly.
17. Did not criticise, disapprove, or ridicule the person or the carer. 100
18. Responded to seemingly irrelevant interruptions in an effective yet respectful manner. 100

Session content

19. Reviewed the ABC chart. 64.7
20. Did a 5-minute relaxation practice with the person and the carer. 824
21. Checked on progress with Graded Exposure. 82.4
22. Practised working on the next step of the Fear Ladder. 58.8
23. Provided a 5-minute warning before the session ended. 64.7
24. Summarised the session. 94.1
25. Reminded the person about the time of the next session and its focus. 88.2
26. Remind the person and carer that there are two sessions left. 88.2

Inter-session tasks
27.Reviewed previous week’s inter-session task (ABC chart and Graded Exposure). 82.4

28. Encouraged carer to complete inter-session task (continue with ABC chart and prac- 88.2
tise Graded Exposure).

29. Asked carer if they anticipated any problems with inter-session task. 94.1

Fidelity checklist percentages for BEAMS Session 11

Percentage of
Theme and question yes responses

Who was present at the session
Person and carer 86.7
Person, carer and other 13.3

General session preparations

1. Gathered all resources listed in the materials section of the session plan. 93.3
2. Ensured the person has their communication supports available (if needed). 100
3. Agreed with the person and carer on frequency of breaks. 86.7
4. Completed a Visual Schedule for the session. 86.7

Coverage of session plan

5. Agreed with the person and carer on the agenda for the session and completed a 93.3
Visual Schedule.

6. Ensured that the person and carer clearly understood the purpose of the session. 100
7. Session aims were fulfilled. 80
8. Session was completed in 1.5 hours. 100
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Percentage of
Theme and question yes responses

Understanding and accessibility

9. Adjusted the content and style of my own communication to help the carer and per- 100
son’s understanding.

10. Welcomed questions from the carer and the person. 100

11. Session was pitched at a level that was accessible to the person and the carer. The 100
person and the carer remained engaged.

12. Care was taken to pace the session at a rate that allowed the person and the carer to 100
keep up with what was happening.

Interpersonal effectiveness

13. Communicated with warmth, concern and caring. 100

14. In control of the session, communicated clearly without frequent hesitations/repeti- 100
tions.

15. Able to shift appropriately between listening and leading. 100

Engaging participants

16. Explained rationale and requirements for the different activities/elements of the 100

session clearly.
17. Did not criticise, disapprove, or ridicule the person or the carer. 100
18. Responded to seemingly irrelevant interruptions in an effective yet respectful manner. 100

Session content

19. Reviewed the ABC chart. 86.7
20. Did a 5-minute relaxation practice with the person and the carer. 86.7
21. Checked on progress with Graded Exposure. 86.7
22. Practised working on the next step of the Fear Ladder. 66.7
23. Talked to the person and the carer about the treatment coming to an end. 93.3
24. Introduced ‘Treatment summary’ and asked the carer to complete it for next session. 86.7
25. Provided a 5-minute warning before the session ended. 80

26. Summarised the session. 86.7
27. Reminded the person about the time of the next session and its focus. 100
28. Remind the person and carer that the next session is the last of this treatment. 93.3

Inter-session tasks
29. Reviewed previous week’s inter-session task (ABC chart and Graded Exposure). 80

30. Encouraged carer to complete inter-session task (continue with Graded Exposure and 93.3
complete ‘Treatment summary’).

31. Asked carer if they anticipated any problems with inter-session task. 100
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APPENDIX 8

Fidelity checklist percentages for BEAMS Session 12

Percentage of
Theme and question yes responses

Who was present at the session

Carer 6.3
Person and carer 81.3
Person, carer and other 12.5

General session preparations

1. Gathered all resources listed in the materials section of the session plan. 100
2. Ensured the person has their communication supports available (if needed). 100
3. Agreed with the person and carer on frequency of breaks. 81.3
4. Completed a Visual Schedule for the session. 72

Coverage of session plan

5. Agreed with the person and carer on the agenda for the session and completed a 81.3
Visual Schedule.

6. Ensured that the person and carer clearly understood the purpose of the session. 100
7. Session aims were fulfilled. 93.8
8. Session was completed in 1.5 hours. 93.8

Understanding and accessibility

9. Adjusted the content and style of my own communication to help the carer and 100
person’s understanding.

10. Welcomed questions from the carer and the person. 100

11. Session was pitched at a level that was accessible to the person and the carer. The 100
person and the carer remained engaged.

12. Care was taken to pace the session at a rate that allowed the person and the carer to 100
keep up with what was happening.

Interpersonal effectiveness

13. Communicated with warmth, concern and caring. 100

14. In control of the session, communicated clearly without frequent hesitations/ 100
repetitions.

15. Able to shift appropriately between listening and leading. 100

Engaging participants

16. Explained rationale and requirements for the different activities/elements of the 100

session clearly.
17. Did not criticise, disapprove, or ridicule the person or the carer. 100
18. Responded to seemingly irrelevant interruptions in an effective yet respectful manner. 100

Session content

19. Reminded the person and the carer that this was the last session. 93.8
20. Reminded the person and the carer what anxiety is. 93.8
21. Reminded the carer about the Treatment Plan and how to use it. 93.8
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Percentage of

Theme and question yes responses

22.Reminded the person and the carer about the importance of relaxation. 93.8

23. Reminded the person and the carer about Fear Ladders and principles of Graded 87.5
Exposure.

24. Reviewed goals the person and carer identified in Session 2. 87.5

25. Explored with the person and carer any possible changes to the Treatment Plan. 93.8

26. Reminded the person and the carer about the importance of maintenance and 93.8

generalisation.

27.|dentified maintenance goals and strategies. 87.5
28. Identified generalisation goals and strategies. 81.3
29. Provided a 5-minute warning before the session ended. 81.3
30. Summarised the session. 87.5
31. Did a relaxation exercise. 75

Inter-session tasks

32. Reviewed previous week’s inter-session task (‘Treatment summary’ and Graded 81.3
Exposure).
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