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Appendix A: Scope for the development of
the clinical guideline

Guideline title
Challenging behaviour and learning disabilities: prevention and interventions for

people with learning disabilities whose behaviour challenges

Short title
Challenging behaviour and learning disabilities

The remit
The Department of Health has asked NICE to prepare a clinical guideline on

‘challenging behaviour in people with learning disability.’

Clinical need for the guideline

Epidemiology

a) Learning disabilities are heterogeneous conditions, but are defined by 3 core
criteria: lower intellectual ability (usually defined as an 1Q of less than 70),

significant impairment of social or adaptive functioning and onset in
childhood.

b) ‘Learning disabilities’ is the widely used and accepted term in the UK. It is a
term that has been used in Department of Health documents such as Valuing
people (2001) and is well understood by health and social care professionals
in the UK. It will therefore be used in this guideline, even though it is
recognised that ‘intellectual disabilities’ is becoming the more widely
accepted term internationally. The World Health Organization’s International
statistical classification of diseases and related health problems (10th revised

edition) (ICD-10) currently uses the term ‘mental retardation’. The group
working on ICD-11, due to be published in 2015, has proposed that it
amends this to ‘intellectual developmental disorders’. DSM-V, published in
May 2013, replaced the DSM-IV term ‘mental retardation’ with ‘intellectual
disability’.

C) ICD-10 defines 4 degrees of learning disability: mild (an IQ of 50-69),
moderate (an 1Q of 35-49), severe (an IQ of 20-34) and profound (an IQ of

Challenging behaviour and learning disabilities
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d)

f)

less than 20). These categories have been criticised on the grounds that they
omit any measure of social or adaptive functioning. In addition, it has been
argued that in practice 1Q scores are often uncertain in people with more
severe learning disabilities. It is also widely recognised that 1Q scores are not
fixed throughout life, so provide only an approximate guide to intellectual
ability. Accordingly, many health and social care professionals object to
subdividing learning disabilities because such subdivisions create labels that
are then used to describe people, often inaccurately. Moreover, there are
numerous different ways of subdividing learning disabilities between and
within countries (for example, in the UK ‘mild’ and ‘moderate’ learning
disabilities/difficulties have different meanings in education services and in

health services).

Whatever subdivisions are used, a person with a milder degree of learning
disability may need support in only some areas (for example, budgeting,
planning and time management). The more severe a person’s learning
disability, the more likely the person is to have very limited communication
skills and a very significantly reduced ability to learn new skills. Likewise, the
more severe the learning disability, the more likely the person is to need
support with daily activities such as dressing, washing, eating, and mobility. It
is widely agreed that it is important to treat each person as an individual, with
their own specific needs, and it is recognised that a broad and detailed
assessment of needs is essential. This may include assessment of
communication skills, which may well be important when there is behaviour

that challenges.

Learning disabilities are pervasive and are different from specific learning

difficulties such as dyslexia, which do not affect intellectual ability.

Some people with learning disabilities display behaviour that challenges.
‘Behaviour that challenges’ describes actions that often result from the
interaction between individual and environmental factors. It includes
aggression toward others, self-injury, stereotypic behaviour (such as rocking
or hand flapping), disruptive or destructive behaviour and withdrawn

behaviour. It can also include violence, arson or sexual abuse, thereby
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)

h)

bringing the person into contact with the criminal justice system. The most
widely used definition of such behaviour is ‘culturally abnormal behaviour(s)
of such intensity, frequency or duration that the physical safety of the person
or others is likely to be placed in serious jeopardy, or behaviour which is
likely to seriously limit use, or result in the person being denied access to,
ordinary community facilities’@. Such behaviours increase the likelihood that
restrictive and aversive management strategies will be used and can result in

people being excluded from services and from ordinary community life.

The terms ‘challenging behaviour’ and ‘behaviour that challenges’ are
deliberately designed to remind professionals that the behaviour is a
challenge to services, families and carers. Neither term is intended to be a
diagnosis. The behaviour may appear in some environments and not others,
and the same behaviour may be considered challenging in some settings or
cultures but not in others. ‘Challenging behaviour’ or ‘behaviour that
challenges’ can therefore be seen as a socially constructed concept that is
the product of individual and environmental factors interacting. In order for
behaviour to be considered ‘challenging’, it is necessary to take account of
the environment in which it is occurring, its impact on others, and the
capability of the staff/carers to support the person in that environment.
Nevertheless, if such behaviour has serious consequences for the person or
for other people, it is likely to be considered challenging in most settings in

which it occurs.

Behaviour that challenges is relatively common among people with learning
disabilities, although the criteria used to define it affect estimates of
prevalence. Prevalence rates of 5-15% have been reported in people who
are in contact with educational, health or social care services for people with
learning disabilities. Substantially higher rates (30—40%) are found in people
with learning disabilities who live in mental health hospitals than in those who

live in the community.

a2 Emerson E. Challenging behaviour: analysis and Intervention in people with learning
disabilities. Second edition. Cambridge: Cambridge University Press; 2001.
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)

K)

Behaviour that challenges has been found to correlate with severity of
learning disabilities, with a general trend toward an increased prevalence of
such behaviour in people with more severe learning disabilities. This is not to
say that behaviour that challenges never occurs in people with mild learning
disabilities, but is known to be less common among this group (although
when it does occur it can bring the person into contact with the criminal
justice system). People with profound and multiple learning disabilities, who
often have serious physical disabilities, may not be physically able to show

some behaviours that challenge but may still show self-injurious behaviour.

Prevalence rates for behaviour that challenges in people with learning
disabilities have also been found to be sensitive to age. The highest rates are
observed during late adolescence (which may result from the difficulties
experienced in transitions between services), falling to lower levels in later
adulthood. Increases in the number of people living longer who acquire
dementia may affect this pattern in the future.

There are likely to be a number of underlying factors that contribute to the
likelihood of behaviour that challenges for people with learning disabilities,
including communication difficulties, sensory impairments, sensory
processing difficulties, physical or mental health problems, emotional
difficulties, neuropsychiatric disorders, pervasive developmental disorders,
phenotype-related behaviours, abuse, psychological trauma and attachment

difficulties.

Behaviour that challenges also results from environmental factors (including
social, physical and emotional environmental factors). In particular, the social
environment has a major effect on rates of behaviour that challenges, and if
people are cared for in environments that are inadequate in some way (for
example, that do not respond well to their needs because of staff knowledge,
training, awareness or attitudes), behaviour that challenges is likely to
develop. Carers or staff can influence the occurrence of behaviour that
challenges by providing or removing social attention and by presenting or
removing demands and physical objects. Many other aspects of the

environment are also known to have a major effect on behaviour that
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challenges, for example: neglect, abuse, quality of social interaction, lack of
meaningful occupation, lack of sensory input, lack of choice, excessive noise,

and crowded, barren, unresponsive and unpredictable environments.

The factors that contribute to the likelihood of behaviour that challenges for
any one person are likely to be multiple and to involve physical, emotional
and social environmental factors. Thorough assessments of the person and
their environment are needed and functional analyses are likely to be useful
to identify the relevant factors. Interventions are typically based on a
formulation of the relevant factors for each person and may involve
intervening at multiple levels (including at the physical, emotional and social

environmental levels).

Behaviour that challenges affects the quality of life of the person and their
family and carers. In the most extreme instances it may become difficult to
take the person out of their home and into the community. This means the
person may be living in a restrictive environment. Other people may be

placed in restrictive environments to live, often for years at a time.

A.2.2 Current practice

a)

b)

Medication is the most common intervention used to manage behaviour that
challenges. Although it may be effective for some people, it is considered by
most professionals to be overused and there is a danger that it may simply
sedate the person and lead to polypharmacy. A significant proportion of the
antipsychotic medication given to people with learning disabilities is for the

management of behaviour that challenges.

Behavioural techniques (including applied behaviour analysis and positive
behaviour support, as well as cognitive behavioural therapy) are the next
most commonly used interventions to manage behaviour that challenges.
Such interventions normally include communication assessments and
intervention strategies. However, the research evidence shows that most
people with learning disabilities do not receive evidence-based interventions

for behaviour that challenges.
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C) Families provide the majority of support for most people with learning
disabilities. Outside the families, the majority of support is funded by social
services (for example, support for self-care, daily living, daytime activities and
respite care, specialist equipment and adaptations). Most of this support is
not directly provided by social services but by independent agencies (often
not-for-profit agencies). Increasingly the support is provided through personal
budgets. In addition, children, young people and adults may receive
education services (such as special needs education services in mainstream
schools and colleges, services in special schools or classes in further
education colleges). People whose behaviour challenges may also use
additional specialist health services, which tend to be provided and organised
by community teams. For children and young people these services are
usually embedded in child and adolescent mental health services teams,
although many families report that services from these teams are variable.
For adults, the specialist services are usually provided by community learning
disabilities teams. The transition from child to adult services is often badly
managed, as are other transitions (for example, to services for older people).
Services are often lacking for adults with a mild learning disability who may
have significant behaviour that challenges but are otherwise relatively able,
because they may fall outside the Fair Access to Care Services criteria used

by social services and the criteria used by the NHS.

d) In terms of living situations, people with learning disabilities whose behaviour
challenges may be supported at home with their families, in residential
services of various kinds (including residential special schools and residential
services for adults) or in homes with their own tenancies (when adults),
sometimes with the support of specialist teams. Severe behaviour that
challenges is a common reason for long-term placement in residential special
schools, assessment and treatment units or other settings. These are often
located outside the person’s area, sometimes hundreds of miles away. Such

services may be run by independent agencies or by the NHS.

A.3 The guideline

The guideline development process is described in detail on the NICE website (see

section 6, ‘Further information’).

Challenging behaviour and learning disabilities
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This scope defines what the guideline will (and will not) examine, and what the
guideline developers will consider. The scope is based on the referral from the
Department of Health.

The areas that will be addressed by the guideline are described in the following

sections.

Population

Groups that will be covered
a) Children, young people and adults with mild, moderate, severe or profound

learning disabilities and behaviour that challenges, and their families and

carers.

b) Special consideration will be given with regard to a number of equality
issues. Please see equality impact assessment form — scoping for further
details.

Care setting
a) The guideline will cover the care and shared care provided or commissioned

by health and social care, in whatever care setting the person resides.

Management and support

Key issues that will be covered
a) Anticipating and preventing behaviour that challenges in children, young

people and adults with learning disabilities, including:

¢ identification of those at risk of developing behaviour that challenges

¢ methods and tools for personal assessment (including assessment of
sensory deficits, sensory processing disorders, physical health status,
communication needs, emotional needs, mental health needs)

e assessment of environmental factors, including the physical
environment, the social environment, parent, carers and staff attitudes,
skills and staff competence

¢ interventions to prevent the development of behaviour that challenges.

Challenging behaviour and learning disabilities
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b) Assessment of children, young people and adults with learning disabilities

who have already developed behaviour that challenges, including:

e methods and tools for assessment including assessment of sensory
deficits, sensory processing disorders, physical health status,
communication needs, emotional needs and mental health needs, and
individual and environmental risk factors

e assessment of environmental factors, including the physical
environment, the social environment, parent, carers and staff attitudes,
skills and staff competence

¢ functional assessment (including functional analysis) and formulation

e assessment of staff/carer stress and attributes that contribute to their

capacity to support the person.
C) Interventions to reduce and manage behaviour that challenges, including:

¢ environmental changes (including physical and social environments)

e psychosocial interventions (including a broad range of therapies, such
as communication interventions, applied behaviour analysis, positive
behaviour support and cognitive behavioural therapy) for the short- and
long-term reduction and management of behaviour that challenges

e pharmacological interventions for the short- and long-term reduction
and management of behaviour that challenges
Note that guideline recommendations will normally fall within licensed
indications; exceptionally, and only if clearly supported by evidence, use
outside a licensed indication may be recommended. The guideline will
assume that prescribers will use a drug’s summary of product
characteristics to inform decisions made with individual service users.

¢ interventions aimed at reducing health risks and increasing an
individual’s understanding of their physical illness or mental health
problems, and thereby possibly reducing the contribution of untreated
physical iliness to the development and maintenance of behaviour that
challenges

¢ interventions aimed at potentially offending behaviour

Challenging behaviour and learning disabilities
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d)

f)

9)

e reactive strategies, including safe and ethical use of restrictive
interventions, such as physical restraint, mechanical restraint,

confinement, containment and seclusion, and the alternatives to these.

Training or education needed to allow health and social care professionals,
paid carers and families to provide good-quality services and carry out all the
above interventions if these are evidence based.

Transitions between services

Interventions and support for family and carers (including paid carers) which

aim to improve the health and well-being of the family and carers

Strategies to engage family and carers as a resource in the design,
implementation and monitoring of interventions for the person with a learning

disability.

Issues that will not be covered

a)

Management of coexisting conditions, unless these affect interventions,
management or support for people with learning disabilities and behaviour

that challenges.

Main outcomes

a)
b)
c)
d)
e)
f)
9)
h)

)

Severity, frequency and duration of the targeted behaviour that challenges.
Adaptive functioning, including communication skills.

Mental and psychological health outcomes (such as mood and anxiety).
Quiality of life.

Service user and carer satisfaction.

Effects on carer stress and resilience.

Adverse effects on other people with learning disabilities.

Rates of seclusion.

Rates of manual restraint.

Challenging behaviour and learning disabilities
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)] Use of psychoactive medication.

k) Premature death.

)] Rates of placement breakdown.

m) Use of inpatient placements (including out-of-area placements).

Economic aspects
Developers will take into account both clinical and cost effectiveness when making

recommendations involving a choice between alternative interventions. A review of
the economic evidence will be conducted and analyses will be carried out as
appropriate. The preferred unit of effectiveness is the quality-adjusted life year
(QALY) but a different unit of effectiveness may be used depending on the availability
of appropriate clinical and utility data for people with learning disability and behaviour
that challenges. The costs considered will usually be only from an NHS and personal
social services (PSS) perspective, although economic analyses will attempt to
incorporate wider costs associated with the care of people with learning disabilities
and behaviour that challenges if appropriate cost data are available. Further detail on

the methods can be found in 'The guidelines manual' (see ‘Further information’).

Status

Scope
This is the final scope.

Timing
The development of the guideline recommendations will begin in July 2013.

Related NICE guidance
e Autism in adults. NICE clinical guideline 142 (2012).

e The epilepsies. NICE clinical guideline 137 (2012).

e Service user experience in adult mental health. NICE clinical guidance 136 (2011).

e Self-harm: longer-term management. NICE clinical guideline 133 (2011).

e Autism diagnosis in children and young people. NICE clinical guideline 128 (2011).
e Dementia. NICE clinical guideline 42 (2006).
e Self-harm. NICE clinical guideline 16 (2004).

Challenging behaviour and learning disabilities
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Guidance under development
NICE is currently developing the following related guidance (details available from

the NICE website):

e Autism: the management and support of children and young people on the autism
spectrum. NICE clinical guideline. Publication expected August 2013.

¢ Violence and aggression. NICE clinical guideline. Publication expected December
2014.

Further information
Information on the guideline development process is provided in the following

documents, available from the NICE website:

e ‘How NICE clinical guidelines are developed: an overview for stakeholders the
public and the NHS’

e ‘The quidelines manual'.

Information on the progress of the guideline will also be available from the NICE

website.

Challenging behaviour and learning disabilities
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With a range of practical experience relevant to behaviour that challenges in people with
learning disabilities in the Guideline Development Group (GDG), members were appointed
because of their understanding and expertise in healthcare for people with behaviour that
challenges in people with learning disabilities and support for their families and carers,
including: scientific issues; health research; the delivery and receipt of healthcare, along with
the work of the healthcare industry; and the role of professional organisations and
organisations for people with learning disabilities and behaviour that challenges and their
families and carers.

To minimise and manage any potential conflicts of interest, and to avoid any public concern
that commercial or other financial interests have affected the work of the GDG and
influenced guidance, members of the GDG must declare as a matter of public record any
interests held by themselves or their families which fall under specified categories (see
below). These categories include any relationships they have with the healthcare industries,
professional organisations and organisations for people with learning disabilities and
behaviour that challenges and their families/carers.

Individuals invited to join the GDG were asked to declare their interests before being
appointed. To allow the management of any potential conflicts of interest that might arise
during the development of the guideline, GDG members were also asked to declare their
interests at each GDG meeting throughout the guideline development process. The interests
of all the members of the GDG are listed below, including interests declared prior to
appointment and during the guideline development process.

Please note that the Challenging Behaviour and Learning Disabilities Guideline Development
Group was recruited under NICE’s 2007 declaration of interests policy.

Categories of interest to be written in third person
e Paid employment

¢ Personal pecuniary interest: financial payments or other benefits from either the
manufacturer or the owner of the product or service under consideration in this guideline,
or the industry or sector from which the product or service comes. This includes holding a
directorship or other paid position; carrying out consultancy or fee paid work; having
shareholdings or other beneficial interests; receiving expenses and hospitality over and
above what would be reasonably expected to attend meetings and conferences.

¢ Personal family interest: financial payments or other benefits from the healthcare industry
that were received by a member of your family.

e Non-personal pecuniary interest: financial payments or other benefits received by the
GDG member’s organisation or department, but where the GDG member has not
personally received payment, including fellowships and other support provided by the
healthcare industry. This includes a grant or fellowship or other payment to sponsor a
post, or contribute to the running costs of the department; commissioning of research or
other work; contracts with, or grants from, NICE.

¢ Personal non-pecuniary interest: these include, but are not limited to, clear opinions or
public statements you have made about challenging behaviour and learning disabilities,
holding office in a professional organisation or advocacy group with a direct interest in
challenging behaviour and learning disabilities, other reputational risks relevant to
challenging behaviour and learning disabilities.
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F.2 Review gquestions

11 In people with a learning disability, what are the circumstances, risk factors and
antecedents associated with the development of behaviour that challenges?
1.2 In people with a learning disability, what is the utility of methods and tools used to assess

the circumstances, risk factors and antecedents associated with the development of
behaviour that challenges (including assessment of sensory deficits, sensory processing
disorders, physical health status, communication needs, emotional needs, mental health
needs, and environmental factors)?

2.1 In people with a learning disability, what are the key components of, and the most effective
structure for, an assessment of the behaviour that challenges across a range of settings?

To answer this question, consideration should be given to:
e methods of assessment (including functional analysis)
o formal assessment tools/psychological instruments (including risk assessment)
e biological and physical health measures

2.2 In people with a learning disability and behaviour that challenges, what is the utility of
methods and tools for assessment?
2.3 In carers of people with a learning disability and behaviour that challenges, what is the

utility of methods used to assess and monitor their capacity to support the person?

To answer this question, consideration should be given to the:
o identification of appropriate carers
e assessment of carers skills and capacity

3.1 In people with a learning disability, what are the benefits and potential harms of
interventions (including early intervention) aimed at preventing the development of
behaviour that challenges?

3.2 In people with a learning disability, and their carers, what are the benefits and potential
harms of interventions aimed at reducing health risks and increasing understanding of
physical illness or mental health problems in relation to the prevention or management of
the behaviour that challenges?

4.1 In people with a learning disability and behaviour that challenges, what are the benefits
and potential harms associated with environmental changes (including the physical and
social environments) aimed at reducing and managing behaviour that challenges

(including potentially offending behaviour)?

4.2 In people with a learning disability and behaviour that challenges, what are the benefits
and potential harms associated with psychosocial interventions (including a broad range of
therapies, such as communication interventions, applied behaviour analysis, positive
behaviour support and cognitive behavioural therapy) aimed at reducing and managing
behaviour that challenges (including potentially offending behaviour)?

4.3 In people with a learning disability and behaviour that challenges, what are the benefits
and potential harms associated with pharmacological interventions aimed at reducing and
managing behaviour that challenges (including potentially offending behaviour)?

4.4 In people with a learning disability and behaviour that challenges, what are the benefits

and potential harms of ‘reactive strategies’ (including physical restraint, mechanical
restraint, confinement, and containment and seclusion) aimed at managing behaviour that

challenges?

5.1 In family and carers of people with a learning disability and behaviour that challenges, what
are the benefits and potential harms of interventions aimed at improving their health and
well-being?

5.2 What are the benefits and potential harms of strategies aimed at engaging the family and

carers of people with a learning disability and challenging behaviour as a resource in the
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design, implementation and monitoring of interventions for the person with a learning
disability and challenging behaviour?

6.1 What are the benefits and potential to allow health and social care professionals and
carers to provide good-quality services and carry out evidence based interventions
designed to reduce or manage behaviour that challenges in people with a learning
disability?

7.1 In people with a learning disability and behaviour that challenges, what are the effective
models for transition between services (for example child-adult, adult-older adult, NHS-
social care/residential)?

To answer this question, consideration should be given to:
e the structure, design and delivery of care pathways
o the nature and duration of support provided during transition.

8.1 In people with a learning disability and behaviour that challenges, what are their
experiences of having a learning disability and behaviour that challenges, of access to
services, and of treatment?

8.2 For the family carers of people with a learning disability and behaviour that challenges,
what are their experiences of caring for people with a learning disability and behaviour that
challenges, and what support is available for families, partners and carers?
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F.3 Review protocols

F.3.1 Topic: Anticipation and identification
Item

No.

1.

Iltem
Review question(s)

Sub-question(s)
Searches

Details

RQL1.1: In people with a learning disability, what are the circumstances, risk factors and antecedents associated with the
development of behaviour that challenges?

RQ1.2: In people with a learning disability, what is the utility of methods and tools used to assess the circumstances, risk
factors and antecedents associated with the development of behaviour that challenges (including assessment of sensory
deficits, sensory processing disorders, physical health status, communication needs, emotional needs, environmental
factors and mental health needs)?

RQ1.1 (updates McClintock et al 2003)
Major bibliographic databases:
Embase (2003 to October 2014), MEDLINE/PreMEDLINE (2003 to October 2014), PsycINFO (2003 to October 2014)

RQ1.2:
Major bibliographic databases:

Embase (inception to October 2014), MEDLINE/PreMEDLINE (inception to October 2014), PsycINFO (inception to October
2014)

Note. Conference abstracts will be assessed for eligibility and potentially eligible studies will be checked to determine if they
have been published or made available in a full report.

Other resources of evidence:

o Reference lists of included studies

¢ Registered stakeholders

e Trial authors and drug companies

e Trial registries (http://www.controlled-trials.com/; https://www.clinicaltrialsregister.eu)
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ltem
No. Item

4.  Condition or domain being
studied

5.  Participants/population

6. Intervention(s), exposure(s)

Details
e PROSPERO

¢ Non-English-language papers (with English abstracts) will be assessed for eligibility and potentially eligible studies will be
checked to determine if they have been published in an English-language journal. Studies that have not been published in
an English-language journal will not be included in the review.

Note. Unpublished data will only be included where a full trial report is available with sufficient detail to properly assess the
risk of bias. Authors of unpublished evidence will be asked for permission to use such data, and will be informed that
summary data from the study and the study’s characteristics will be published in the full guideline.

Challenging behaviour and learning disabilities

Definitions:

Challenging behaviour:

‘Culturally abnormal behaviour(s) of such an intensity, frequency or duration that the physical safety of the person or others
is likely to be placed in serious jeopardy, or behaviour which is likely to seriously limit use of, or result in the person being
denied access to, ordinary community facilities’.

Learning disabilities:

Heterogeneous conditions, but are defined by 3 core criteria: lower intellectual ability (usually defined as an IQ of less than
70), significant impairment of social or adaptive functioning and onset in childhood. This corresponds to ‘'mental retardation
as described in the major taxonomies DSM-IV and ICD-10.

Children, young people and adults with a mild, moderate, severe or profound learning disability.

Exclude coexisting conditions (unless these affect interventions, management or support for people with a learning
disability and behaviour that challenges).

Circumstances, risk factors and antecedents for challenging behaviour:

Circumstance = a fact or condition connected with or relevant to an event or action

Risk factor = a variable associated with an increased risk of disease/disorder

Antecedent = anything that precedes another thing, especially the cause of the second thing.

Methods and tools used to assess the circumstances, risk factors and antecedents associated with the development of
behaviour that challenges:

b Emerson E. Challenging Behaviour: Analysis and Intervention in People with Learning Disabilities. Second edition. Cambridge: Cambridge University Press; 2001.
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ltem
No. Item

7.  Comparator(s)/control

8. Types of study to be
included initially

9. Context

10. Primary/Critical outcomes

Details

methods and tools for personal assessment (including assessment of sensory deficits, sensory processing disorders,
physical health status, communication needs, emotional needs and mental health needs)

assessment of environmental factors (including the physical environment, the social environment, parent, carers and staff
attitudes, skills and staff competence)

N/A
RQ1.1: Any
RQ1.2: Any

Excluded studies that did not use instruments in English, to ensure greatest applicability to the UK.
Care and shared care provided or commissioned by health and social care, in whatever care setting the person resides.

RQ1.1: Correlation between risk factor and challenging behaviour
RQ1.2: Clinical utility (including sensitivity and specificity)

Definitions

Clinical utility: the instrument should be feasible and implementable in a routine clinical care, especially primary care. The
instrument should contribute to the identification of further assessment needs and inform decisions about referral to other
services.

Psychometric data: The instrument should have established reliability and validity.

Psychometric properties of instruments that meet inclusion criteria will be evaluated according to the following criteria:
Reliability

e Inter-rater reliability — correlation between 2 raters (r = 0.70) = relatively reliable.

o Test-retest reliability — stability of the instrument as shown by the correlation between test scores in the same group of
participants across 2 different times (r =2 0.70) = relatively reliable.

e Internal consistency — the extent to which items measure a single construct (r = 0.70 or a = 0.50; k = 0.40) = relatively
reliable.

Validity
e Criterion validity — minimum r = 0.50 (or some suggest 0.30 to 0.40 is more reasonable).
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ltem
No.

11.

12.

13.

14.

Item

Secondary/Important, but
not critical outcomes

Data extraction (selection
and coding)

Risk of bias (quality)
assessment

Strategy for data synthesis

Details

Criterion validity refers to the degree to which there is a relationship between the instrument and some other established
standard of the measure of interest. There are 2 subtypes of criterion validity: (1) predictive validity (extent to which
instrument scores are correlated with performance on some future criterion) and (2) concurrent validity (extent to which
instrument scores are correlated with performance on a related criterion at the same time point).

e Construct validity r 2 0.50 or discrimination index = 0.3 to 0.7. Construct validity refers to the degree to which the
instrument measures the construct. Construct validity includes 2 subtypes: (1) discriminant validity (degree to which the
instrument differentiates between constructs that are different, such as cases and controls) and (2) convergent validity
(correlation between constructs that are similar).

N/A

Citations from each search will be downloaded into EndNote and duplicates removed. Records will then be screened
against the eligibility criteria of the review. The unfiltered search results will be saved and retained for future potential re-
analysis. All primary-level studies included after the first scan of citations will be acquired in full and re-evaluated for
eligibility at the time they are being entered into a study database (standardised template created in Microsoft Excel).
Eligibility will be confirmed by at least 1 member of the GDG. The GDG are experts in the topic and/or research
methodology. Two researchers will extract data into the study database, comparing a sample of each other’s work for
reliability. Discrepancies or difficulties with coding will be resolved through discussion with members of the GDG.

The quality of individual studies will be assessed using the appropriate NICE quality assessment checklist.

RQ1.1
Where appropriate, meta-analysis using a random-effects model will be used to combine results from similar studies.

RQ1.2:

We will conduct pooled diagnostic accuracy meta-analyses on the sensitivity and specificity of methods and tools to assess
the circumstances, risk factors and antecedents associated with the development of behaviour that challenges in people
with a learning disability (dependent on available data).

In the absence of adequate date, a narrative review of methods and tools to assess the circumstances, risk factors and
antecedents will be conducted and guided by available evidence, current practice and GDG consensus (for example, the
clinical utility of the tool and psychometric data evaluating its reliability and validity).

If existing reviews are found, the review team with advice from the GDG will assess their quality, completeness, and
applicability to the NHS and to the scope of the guideline. If the GDG agree that a systematic review appropriately
addresses a review question, we will search for studies conducted or published since the review was conducted, and the
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ltem
No. Iltem Details
GDG will assess if any additional studies could affect the conclusions of the previous review. If new studies could change
the conclusions, we will update the review and conduct a new analysis. If new studies could not change the conclusions of
an existing review, the GDG will use the existing review to inform their recommendations.
15. Analysis of subgroups or Subgroups include:
subsets (including sensitivity  population: Children and young people; adults.
analyses) Degree of learning disability: mild (an IQ of 50—-69), moderate (an IQ of 35-49), severe (an IQ of 20-34) and profound (an

1Q of less than 20).

Form of challenging behaviour:

Self-injurious behaviour (includes head-banging, scratching, pulling, eye poking, picking, grinding teeth, eating non-
foodstuffs)

Aggressive behaviour toward others (includes biting and scratching, hitting, pinching, grabbing, hair pulling, throwing
objects, verbal abuse, screaming, spitting).

Stereotyped behaviour (including repetitive movements, rocking, repetitive speech and repetitive manipulation of objects).

Non-person directed behaviour (includes damage to property, hyperactivity, stealing, inappropriate sexualised behaviour,
destruction of clothing, incontinence, lack of awareness of danger, withdrawal).

F.3.2 Topic: Monitoring and assessment

Item
No. Iltem Details
1. Review question(s) RQ2.1: In people with a learning disability, what are the key components of, and the most effective structure for, an
assessment of the behaviour that challenges across a range of settings? To answer this question, consideration should be
given to:

methods of assessment (including functional analysis)
formal assessment tools/psychological instruments (including risk assessment)
biological and physical health measures

RQ2.2: In people with a learning disability and behaviour that challenges, what is the utility of methods and tools for
assessment?

RQ2.3: In carers of people with a learning disability and behaviour that challenges, what is the utility of methods used to
assess and monitor their capacity to support the person? To answer this question, consideration should be given to the:
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ltem

No.

4.

Item

Sub-question(s)
Searches

Condition or domain being
studied

Details

identification of appropriate carers
assessment of carers skills and capacity
RQ#:

RQ2.1: N/A; GDG consensus-based

RQ2.2, 2.3:

Major bibliographic databases:

Embase (inception to October 2014), MEDLINE/PreMEDLINE (inception to October 2014), PsycINFO (inception to October
2014)

Note. Conference abstracts will be assessed for eligibility and potentially eligible studies will be checked to determine if they
have been published or made available in a full report.

Other resources of evidence:

e Reference lists of included studies

¢ Registered stakeholders

e Trial authors and drug companies

e Trial registries (http://www.controlled-trials.com/ ; https://www.clinicaltrialsregister.eu)
e PROSPERO

¢ Non-English-language papers (with English abstracts) will be assessed for eligibility and potentially eligible studies will be
checked to determine if they have been published in an English-language journal. Studies that have not been published in
an English-language journal will not be included in the review.

Note. Unpublished data will only be included where a full trial report is available with sufficient detail to properly assess the
risk of bias. Authors of unpublished evidence will be asked for permission to use such data, and will be informed that
summary data from the study and the study’s characteristics will be published in the full guideline.

Challenging behaviour and learning disabilities.

Definitions:
Challenging behaviour:
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ltem

No.

5.

6.

Item

Participants/population

Intervention(s), exposure(s)

Details

‘Culturally abnormal behaviour(s) of such an intensity, frequency or duration that the physical safety of the person or others
is likely to be placed in serious jeopardy, or behaviour which is likely to seriously limit use of, or result in the person being
denied access to, ordinary community facilities’.

Learning disabilities:

Heterogeneous conditions, but are defined by 3 core criteria: lower intellectual ability (usually defined as an 1Q of less than
70), significant impairment of social or adaptive functioning and onset in childhood. This corresponds to ‘'mental retardation’
as described in the major taxonomies DSM-1V and ICD-10.

Children, young people and adults with a mild, moderate, severe or profound learning disability and their family carer and
paid carers.

Carers of people (children, young people and adults) with a learning disability and behaviour that challenges. The term
‘carers’ encompasses both family carers and paid carers.

Definitions:
e Family carer:

o Has personal experience of caring for 1 or more persons with challenging behaviour and learning disabilities (CBLD)
who is a family member;

o Has personal contact with a family member who has CBLD, even though that individual may not reside in the family
home;

o Is not paid to have a personal, continuous relationship with a person with CBLD.

o Not all family carers may be related by blood, but choose to support a person with a learning disability in the way
described aboved.

e Paid carer:
o Is paid to care for 1 or more persons with CBLD.

Exclude coexisting conditions (unless these affect interventions, management or support for people with a learning
disability and behaviour that challenges).

RQ2.1: Assessment of the behaviour that challenges

¢ Emerson E. Challenging Behaviour: Analysis and Intervention in People with Learning Disabilities. 2nd edition. Cambridge: Cambridge University Press; 2001.
d Adapted from: Ward, C. Family Matters: Counting Families In. London: Department of Health; 2001.
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ltem
No. Iltem Details
RQ2.2: Methods and tools for assessment (including assessment of sensory deficits, sensory processing disorders,
physical health status, communication needs, emotional needs, individual, environmental risk factors and mental health
needs)
Assessment of environmental factors (including the physical environment, the social environment, parent, carers and staff
attitudes, skills and staff competence)
RQ2.3: Methods used to assess and monitor family carers and paid carers capacity to support the person with a learning
disability and behaviour that challenges
7.  Comparator(s)/control N/A
8.  Types of study to be RQ2.1: N/A; GDG consensus-based
included initially
RQ2.2: Any
RQ2.3: Any
Excluded studies that did not use instruments in English, to ensure greatest applicability to the UK.
9. Context Care and shared care provided or commissioned by health and social care, in whatever care setting the person resides.
10. Primary/Critical outcomes RQ2.1: Clinical utility (including key components of, and the most effective structure for, an assessment of the behaviour

that challenges across a range of settings)

RQ2.2: Clinical utility (including sensitivity and specificity, utility and reliability)

RQ2.3: Clinical utility (including sensitivity and specificity, utility and reliability)

Definitions:

¢ Clinical utility: the instrument should be feasible and implementable in a routine clinical care, especially primary care. The

instrument should contribute to the identification of further assessment needs and inform decisions about referral to other
services.

e Psychometric data: The instrument should have established reliability and validity.
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ltem
No.

11.

12.

13.

14.

Item

Secondary/Important, but
not critical outcomes

Data extraction (selection
and coding)

Risk of bias (quality)
assessment

Strategy for data synthesis

Details

e Psychometric properties of instruments that meet inclusion criteria will be evaluated according to the following criteria:

o Reliability

e Inter-rater reliability — correlation between 2 raters (r = 0.70) = relatively reliable.

e Test-retest reliability — stability of the instrument as shown by the correlation between test scores in the same group of
participants across 2 different times (r 2 0.70) = relatively reliable.

¢ Internal consistency — the extent to which items measure a single construct (r 2 0.70 or a = 0.50; k= 0.40) = relatively
reliable.

e Validity

e Criterion validity — minimum r = 0.50 (or some suggest 0.30 to 0.40 is more reasonable).

e Criterion validity refers to the degree to which there is a relationship between the instrument and some other established
standard of the measure of interest. There are 2 subtypes of criterion validity: (1) predictive validity (extent to which
instrument scores are correlated with performance on some future criterion) and (2) concurrent validity (extent to which
instrument scores are correlated with performance on a related criterion at the same time point).

e Construct validity r = 0.50 or discrimination index = 0.3 to 0.7. Construct validity refers to the degree to which the
instrument measures the construct. Construct validity includes 2 subtypes: (1) discriminant validity (degree to which the
instrument differentiates between constructs that are different, such as cases and controls) and (2) convergent validity
(correlation between constructs that are similar).

N/A

Citations from each search will be downloaded into EndNote and duplicates removed. Records will then be screened
against the eligibility criteria of the review. The unfiltered search results will be saved and retained for future potential re-
analysis. All primary-level studies included after the first scan of citations will be acquired in full and re-evaluated for
eligibility at the time they are being entered into a study database (standardised template created in Microsoft Excel).
Eligibility will be confirmed by at least 1 member of the GDG. The GDG are experts in the topic and/or research
methodology. Two researchers will extract data into the study database, comparing a sample of each other’s work for
reliability. Discrepancies or difficulties with coding will be resolved through discussion with members of the GDG.

The quality of individual studies will be assessed using the appropriate NICE quality assessment checklist.

RQ2.1: The GDG will use a consensus-based approach to identify the key components of an effective assessment.

RQ2.2-2.3: We will conduct pooled diagnostic accuracy meta-analyses on the sensitivity and specificity of methods and
tools for assessment of people with challenging behaviour and a learning disability (dependent on available data).
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ltem
No. Item

15. Analysis of subgroups or
subsets (including sensitivity
analyses)

F.3.3 Topic: Prevention Interventions

Iltem
No. Item

1. Review question(s)

2.  Sub-question(s)
3. Searches

Details

In the absence of adequate date, a narrative review of assessment methods and tools will be conducted and guided by a
pre-defined list of consensus-based criteria (for example, the clinical utility of the tool and psychometric data evaluating its
reliability and validity).

Subgroups include:
e Population: Children and young people; adults

¢ Degree of learning disability: mild (an 1Q of 50-69), moderate (an IQ of 35—-49), severe (an IQ of 20-34) and profound (an
IQ of less than 20).

Form of challenging behaviour:

¢ Self-injurious behaviour (includes head-banging, scratching, pulling, eye poking, picking, grinding teeth, eating non-
foodstuffs)

e Aggressive behaviour toward others (includes biting and scratching, hitting, pinching, grabbing, hair pulling, throwing
objects, verbal abuse, screaming, spitting).

o Stereotyped behaviour (including repetitive movements, rocking, repetitive speech and repetitive manipulation of objects).

¢ Non-person directed behaviour (includes damage to property, hyperactivity, stealing, inappropriate sexualised behaviour,
destruction of clothing, incontinence, lack of awareness of danger, withdrawal).

Details

RQ3.1: In people with a learning disability, what are the benefits and potential harms of interventions (including early
intervention) aimed at preventing the development of behaviour that challenges?

RQ3.2: In people with a learning disability, and their carers, what are the benefits and potential harms of interventions
aimed at reducing health risks and increasing understanding of physical illness or mental health problems in relation to the
prevention or management of the behaviour that challenges?

RQ#:
RQ3.1,3.2;

RCTs:
Major bibliographic databases:
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ltem
No.

Item

Details

CENTRAL (inception to October 2014), CINAHL (inception to October 2014), Embase (inception to October 2014),
MEDLINE/PreMEDLINE (inception to October 2014), PsycINFO (inception to October 2014)

Topic databases:

AEI (inception to October 2014), ASSIA (inception to October 2014), BEI (inception to October 2014), ERIC (inception to
October 2014), IBSS (inception to October 2014), SSCI (inception to October 2014), Sociological Abstracts (inception to
October 2014), Social Services Abstracts (inception to October 2014)

Systematic reviews of RCTs:

Major bibliographic databases

CDSR (1999 to October 2014), DARE (1999 to October 2014), CINAHL (1999 to October 2014), Embase (1999 to October
2014), MEDLINE/PreMEDLINE (1999 to October 2014), PsycINFO (1999 to October 2014)

Topic databases:

AEI (1999 to October 2014), ASSIA (1999 to October 2014), BEI (1999 to October 2014), ERIC (1999 to October 2014),
IBSS (1999 to October 2014), SSCI (1999 to October 2014), Sociological Abstracts (1999 to October 2014), Social
Services Abstracts (1999 to October 2014)

Note. Conference abstracts will be assessed for eligibility and potentially eligible studies will be checked to determine if they
have been published or made available in a full report.

Other resources of evidence:

o Reference lists of included studies

¢ Registered stakeholders

e Trial authors and drug companies

e Trial registries (http://www.controlled-trials.com/ ; https://www.clinicaltrialsregister.eu)
¢ PROSPERO

e Non-English-language papers (with English abstracts) will be assessed for eligibility and potentially eligible studies will be
checked to determine if they have been published in an English-language journal. Studies that have not been published in
an English-language journal will not be included in the review.
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ltem
No. Item

4.  Condition or domain being
studied

5.  Participants/population

6. Intervention(s), exposure(s)

Details

Note. Unpublished data will only be included where a full trial report is available with sufficient detail to properly assess the
risk of bias. Authors of unpublished evidence will be asked for permission to use such data, and will be informed that
summary data from the study and the study’s characteristics will be published in the full guideline.

Challenging behaviour and learning disabilities

Definitions:
e Challenging behaviour:

o ‘Culturally abnormal behaviour(s) of such an intensity, frequency or duration that the physical safety of the person or
others is likely to be placed in serious jeopardy, or behaviour which is likely to seriously limit use of, or result in the
person being denied access to, ordinary community facilities’®.

¢ Learning disabilities:

o Heterogeneous conditions, but are defined by 3 core criteria: lower intellectual ability (usually defined as an IQ of less
than 70), significant impairment of social or adaptive functioning and onset in childhood. This corresponds to 'mental
retardation’ as described in the major taxonomies DSM-IV and ICD-10.

Children, young people and adults with a mild, moderate, severe or profound learning disability.

Exclude coexisting conditions (unless these affect interventions, management or support for people with a learning
disability and behaviour that challenges).

If some, but not all, of a study’s participants are eligible for our review, we will ask the study authors for disaggregated data.
If we are unable to obtain the appropriate disaggregated data, then we will include a study only if: i) the majority of the study
participants are eligible or participants are eligible on average (for example, the average 1Q < 70) and; ii) the GDG feel that
the study’s overall quality and directness is applicable to the review question.

Categorisation of intervention based on participants risk:

¢ Universal prevention intervention: Inclusion of people with a learning disability that have not been identified on the basis
of increased risk.

¢ Selective prevention intervention: Inclusion of people with a learning disability was done of the basis of risk factors (for
example, biological, psychological, environmental or social) or a screening instrument based on risk factor research.

¢ Emerson E. Challenging behaviour: analysis and Intervention in people with learning disabilities. Second edition. Cambridge: Cambridge University Press; 2001.
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ltem
No. Iltem Details
¢ Indicated prevention (IP) intervention: Inclusion of people with a learning disability was done of the basis of high risk with
minimal but detectable signs or symptoms foreshadowing the development of behaviour that challenges, but who do not
meet criteria for behaviour problems at the current time.
RQ 3.1: Psychosocial; Pharmacological; Environmental; Complex interventions (for example, Combined psychological and
pharmacological interventions)
RQ3.2: Interventions aimed at reducing health risks and increasing an individual’'s and carers understanding of that persons
physical illness or mental health problems, and thereby possibly reducing the contribution of untreated physical illness to
the development and maintenance of behaviour that challenges.
Excluded Interventions
Studies including participants exhibiting clinical significant behaviour that challenges.
Studies evaluating the process of interventions rather than outcomes (for example, uptake of programme)
7.  Comparator(s)/control Treatment as usual

No treatment, waitlist control, attention control
Any alternative prevention intervention
8.  Types of study to be RCTs and systematic reviews of RCTs.
included initially
Crossover randomised trials will be included only if data from the first phase is available.

In the first instance, only data from RCTs or systematic reviews of RCTs will be included. If the GDG consider the RCT
evidence to be limited in terms of quality, directness or quantity, the range of included studies will be expanded to
systematic reviews of non-randomised studies (that is, controlled before-after studies, interrupted time-series, small-n
studies, observational studies). Such reviews will only be included if the review team and GDG agree that the systematic
review of non-randomised studies is of adequate quality, completeness, and applicability to the NHS and to the scope of
the guideline.

9. Context Care and shared care provided or commissioned by health and social care, in whatever care setting the person resides.

10. Primary/Critical outcomes RQ3.1
Behaviour that challenges (severity, frequency and duration)
Adaptive functioning, including communication skills.
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Item
No. Iltem Details
Quality of life.
Service user and carer satisfaction.

RQ3.2
Behaviour that challenges (severity, frequency and duration)
Adaptive functioning, including communication skills.
Quiality of life.
Mental and psychological health outcomes (such as mood and anxiety).
Physical health outcomes
Service user and carer understanding of health risks
Service user and carer satisfaction.
Premature death.

11. Secondary/Important, but RQ3.1

not critical outcomes Mental and psychological health outcomes (such as mood and anxiety).

Effects on carer stress and resilience.
Adverse effects on other people with a learning disability.
Rates of seclusion.
Rates of manual restraint.
Use of psychoactive medication.
Premature death.
Rates of placement breakdown.
Use of inpatient placements (including out-of-area placements).

RQ3.2

Effects on carer stress and resilience.

Adverse effects on other people with a learning disability.
Rates of seclusion.

Rates of manual restraint.

Use of psychoactive medication.

Rates of placement breakdown.

Use of inpatient placements (including out-of-area placements).
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ltem

No.

Item

12. Data extraction (selection
and coding)

13. Risk of bias (quality)
assessment

14. Strategy for data synthesis

Details

Citations from each search will be downloaded into EndNote and duplicates removed. Records will then be screened
against the eligibility criteria of the review. The unfiltered search results will be saved and retained for future potential re-
analysis. All primary-level studies included after the first scan of citations will be acquired in full and re-evaluated for
eligibility at the time they are being entered into a study database (standardised template created in Microsoft Excel).
Eligibility will be confirmed by at least 1 member of the GDG. The GDG are experts in the topic and/or research
methodology. Two researchers will extract data into the study database, comparing a sample of each other’s work for
reliability. Discrepancies or difficulties with coding will be resolved through discussion with members of the GDG.

Data to be extracted:

Study characteristics (study ID, year, intervention/comparison, context or setting, recruitment location , randomised N,
diagnosis, target behaviour, 1Q cut-off, run inf/washout, inclusion/exclusion criteria, group assignment [number of groups,
randomisation, N cluster], demographics [age, sex, race, 1Q, and so on], funding, publication type, references, risk of bias
[sequence generation, allocation concealment, blinding, missing outcome data, selective outcome reporting])

Comparisons (N, N post-treatment, N follow-up, intervention, target group, dose type, dose, frequency, duration)

Outcomes (outcome type, outcome name, data type, rater, weeks post-randomisation, time point — phase, outcome data
[for example, mean, SD, N, events]).

The quality of individual studies will be assessed using the appropriate NICE quality assessment checklist. The quality of
evidence for each outcome will be assessed using the GRADE approach.

Where appropriate, meta-analysis using a random-effects model will be used to combine results from similar studies.
Alternatively, a narrative synthesis will be used.

If existing reviews are found, the review team with advice from the GDG will assess their quality, completeness, and
applicability to the NHS and to the scope of the guideline. If the GDG agree that a systematic review appropriately
addresses a review question, we will search for studies conducted or published since the review was conducted, and the
GDG will assess if any additional studies could affect the conclusions of the previous review. If new studies could change
the conclusions, we will update the review and conduct a new analysis. If new studies could not change the conclusions of
an existing review, the GDG will use the existing review to inform their recommendations.
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ltem
No. Item

15. Analysis of subgroups or
subsets (including sensitivity
analyses)

Details

Repeated observations on participants:

If studies reports results for several periods of follow-up (for example, 4 weeks, 12 weeks and 26 weeks post treatment) the
longest follow-up from each study shall be utilised in analyses. If the GDG feel that periods of follow-up are sufficiently
distanced by time, we shall consider defining several different outcomes, based on different periods of follow-up, and to
perform separate analyses (for example, short-term, medium-term and long-term follow-up).

Method of dealing with missing data

Because imputation of missing data in order to perform a full intention to treat (ITT) analysis is controversial, only the
results for available participants will be analysed in meta-analysis. However, for dichotomous outcomes a sensitivity
analyses will be carried out whereby missing data will be imputed according to worst case scenario. Outcomes from the
sensitivity analysis will only be presented if the ITT analysis differs significantly from the available case analysis.

GRADE methods

While considering all of the below, our decisions will be based a greater amount on those studies that carry the greatest
weight within the outcome. If weight is distributed equally, all studies shall be considered equally.

Risk of bias: mark down 1 risk of bias (ROB) if a single study demonstrates a crucial limitation for 1 criterion or some
limitations for multiple, odds ratio (OR) if risk of bias across multiple studies is at moderate ROB; mark down 2 if there is a
crucial limitation for 1 or more criteria within a study OR if risk of bias across multiple studies is at high ROB.
Inconsistency: mark down 1 if 12 > 40%; mark down 2 if 12 > 75%. We shall also consider the variability in point estimates,
overlap of Cl and P-value (<0.05) in our decision.

Indirectness: review applicability of intervention, population and comparison. Consider down grading if >33% of population
is not relevant, if the intervention is not aimed primarily at reducing the targeted behaviour that challenges, or if the
comparison may reduce our confidence in the effect.

Imprecision: mark down 1 if optimal information size is not met with multiple studiesf; mark down 2 if optimal information
size is not met with a single study.

Publication bias: Where possible, use funnel plots to determine the presence of publication bias. If this is not possible, and
we have a strong suspicion that publication bias is present, mark down a maximum of 1.

Subgroups include:
e Population: Children and young people; adults

e Degree of learning disability: mild (an 1Q of 50-69), moderate (an IQ of 35-49), severe (an IQ of 20—-34) and profound (an
IQ of less than 20).

f Guyatt G, Oxman AD, Akl EA, Kunz R, Vist G, Brozek J, et al. GRADE guidelines: 1. Introduction-GRADE evidence profiles and summary of findings tables. Journal of Clinical

Epidemiology. 2011;64:383-94.
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ltem
No. Item

Details

e Form of challenging behaviour:

¢ Self-injurious behaviour (includes head-banging, scratching, pulling, eye poking, picking, grinding teeth, eating non-
foodstuffs)

e Aggressive behaviour toward others (includes biting and scratching, hitting, pinching, grabbing, hair pulling, throwing
objects, verbal abuse, screaming, spitting).

e Stereotyped behaviour (including repetitive movements, rocking, repetitive speech and repetitive manipulation of objects).

¢ Non-person directed behaviour (includes damage to property, hyperactivity, stealing, inappropriate sexualised behaviour,
destruction of clothing, incontinence, lack of awareness of danger, withdrawal).

Sensitivity analyses:
e Exclude RCT studies with <10 participants per arm.

F.3.4 Topic: Treatment interventions/management strategies

Iltem
No. Item

1. Review question(s)

9 Including potentially offending behaviour.

Details

RQ4.1: In people with a learning disability and behaviour that challenges, what are the benefits and potential harms
associated with environmental changes (including the physical and social environments) aimed at reducing and managing
behaviour that challenges9?

RQ4.2: In people with a learning disability and behaviour that challenges, what are the benefits and potential harms
associated with psychosocial interventions (including a broad range of therapies, such as communication interventions,
applied behaviour analysis, positive behaviour support and cognitive behavioural therapy) aimed at reducing and managing
behaviour that challenges?

RQ4.3: In people with a learning disability and behaviour that challenges, what are the benefits and potential harms
associated with pharmacological interventions aimed at reducing and managing behaviour that challenges?

RQ4.4: In people with a learning disability and behaviour that challenges, what are the benefits and potential harms of
‘reactive strategies’ (including physical restraint, mechanical restraint, confinement, and containment and seclusion) aimed
at managing behaviour that challenges?
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ltem
No.

Item

Sub-question(s)
Searches

Details

N/A
RQ4.1,4.2,43,4.4

RCT:
Major bibliographic databases:

CENTRAL (inception to October 2014), CINAHL (inception to October 2014), Embase (inception to October 2014),
MEDLINE/PreMEDLINE (inception to October 2014), PsycINFO (inception to October 2014)

Topic databases:

AEI (inception to October 2014), ASSIA (inception to October 2014), BEI (inception to October 2014), ERIC (inception to
October 2014), IBSS (inception to October 2014), SSCI (inception to October 2014), Sociological Abstracts (inception to
October 2014), Social Services Abstracts (inception to October 2014)

Systematic reviews of RCTs:

Major bibliographic databases
CDSR (1999 to October 2014), DARE (1999 to October 2014), CINAHL (1999 to October 2014), Embase (1999 to October
2014), MEDLINE/PreMEDLINE (1999 to October 2014), PsycINFO (1999 to October 2014)

Topic databases:

AEI (1999 to October 2014), ASSIA (1999 to October 2014), BEI (1999 to October 2014), ERIC (1999 to October 2014),
IBSS (1999 to October 2014), SSCI (1999 to October 2014), Sociological Abstracts (1999 to October 2014), Social
Services Abstracts (1999 to October 2014)

Note. Conference abstracts will be assessed for eligibility and potentially eligible studies will be checked to determine if they
have been published or made available in a full report.

Other resources of evidence:

o Reference lists of included studies

¢ Registered stakeholders

e Trial authors and drug companies

e Trial registries (http://www.controlled-trials.com/; https://www.clinicaltrialsregister.eu)
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ltem
No. Item

4.  Condition or domain being
studied

5.  Participants/population

Details
¢ PROSPERO
¢ Non-English-language papers (with English abstracts) will be assessed for eligibility and potentially eligible studies will be

checked to determine if they have been published in an English-language journal. Studies that have not been published in
an English-language journal will not be included in the review.

Note. Unpublished data will only be included where a full trial report is available with sufficient detail to properly assess the
risk of bias. Authors of unpublished evidence will be asked for permission to use such data, and will be informed that
summary data from the study and the study’s characteristics will be published in the full guideline.

Challenging behaviour and learning disabilities

Definitions:
¢ Challenging behaviour:

o ‘Culturally abnormal behaviour(s) of such an intensity, frequency or duration that the physical safety of the person or
others is likely to be placed in serious jeopardy, or behaviour which is likely to seriously limit use of, or result in the
person being denied access to, ordinary community facilities’".

¢ Learning disabilities:

o Heterogeneous conditions, but are defined by 3 core criteria: lower intellectual ability (usually defined as an 1Q of less
than 70), significant impairment of social or adaptive functioning and onset in childhood. This corresponds to ’'mental
retardation’ as described in the major taxonomies DSM-IV and ICD-10.

Children, young people and adults with a mild, moderate, severe or profound learning disability and behaviour that
challenges.

Exclude coexisting conditions (unless these affect interventions, management or support for people with a learning
disability and behaviour that challenges).

If some, but not all, of a study’s participants are eligible for our review, we will ask the study authors for disaggregated data.
If we are unable to obtain the appropriate disaggregated data, then we will include a study only if: i) the majority of the study
participants are eligible or participants are eligible on average (for example, the average 1Q < 70) and; ii) the GDG feel that

the study’s overall quality and directness is applicable to the review question.

h Emerson E. Challenging behaviour: analysis and Intervention in people with learning disabilities. 2nd edition. Cambridge: Cambridge University Press; 2001.
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ltem

No.

6.

7.

8.

9.

10.

Iltem
Intervention(s), exposure(s)

Comparator(s)/control

Types of study to be
included initially

Context

Primary/Critical outcomes

Details

Included interventions
RQ4.1: Environmental changes (including the physical and social environments)

RQ4.2: Psychosocial interventions (including a broad range of therapies, such as communication interventions, applied
behaviour analysis, positive behaviour support and cognitive behavioural therapy)

RQ4.3: Pharmacological interventions

RQ4.4: ‘Reactive strategies’ (including physical restraint, mechanical restraint, confinement, and containment and
seclusion)

Excluded interventions:
Interventions that are not targeted at reducing/managing behaviour that challenges.
Studies evaluating the process of interventions rather than outcomes (for example, uptake of programme)

Treatment as usual
No treatment, placebo, waitlist control, attention control
Any alternative management strategy

RCTs and systematic reviews of RCTs.
Crossover randomised trials will be included only if data from the first phase is available.

In the first instance, only data from RCTs or systematic reviews of RCTs will be included. If the GDG consider the RCT
evidence to be limited in terms of quality, directness or quantity, the range of included studies will be expanded to
systematic reviews of non-randomised studies (that is, controlled before-after studies, interrupted time-series, small-n
studies, observational studies). Such reviews will only be included if the review team and GDG agree that the systematic
review of non-randomised studies is of adequate quality, completeness, and applicability to the NHS and to the scope of
the guideline.

Care and shared care provided or commissioned by health and social care, in whatever care setting the person resides.

RQ4.1-4.3:
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Item
No. Iltem Details
Targeted behaviour that challenges' (severity, frequency and duration)
Adaptive functioning, including communication skills
Quality of life
Service user and carer satisfaction.

Adverse events (for 4.3 only including sedation/somnolence/drowsiness, weight outcomes, prolactin level outcomes,
seizures, study discontinuation due to adverse events, study discontinuation due to other reasons).

RQ4.4:
Targeted behaviour that challenges (severity, frequency and duration)
Rates of manual restraint
Rates of seclusion
Quiality of life
Service user and carer satisfaction.

11. Secondary/Important, but RQ4.1-4.3:

not critical outcomes Mental and psychological health outcomes (such as mood and anxiety)

Effects on carer stress and resilience
Adverse effects on other people with a learning disability
Rates of seclusion
Rates of manual restraint
Use of psychoactive medication
Premature death
Rates of placement breakdown
Use of inpatient placements (including out-of-area placements).

RQ4.4:

Mental and psychological health outcomes (such as mood and anxiety)
Adaptive functioning, including communication skills

Effects on carer stress and resilience

Adverse effects on other people with a learning disability

"Including offending behaviour.
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No. Item

12. Data extraction (selection
and coding)

13. Risk of bias (quality)
assessment

14. Strategy for data synthesis

Details

Use of psychoactive medication

Premature death

Rates of placement breakdown

Use of inpatient placements (including out-of-area placements).

Citations from each search will be downloaded into EndNote and duplicates removed. Records will then be screened
against the eligibility criteria of the review. The unfiltered search results will be saved and retained for future potential re-
analysis. All primary-level studies included after the first scan of citations will be acquired in full and re-evaluated for
eligibility at the time they are being entered into a study database (standardised template created in Microsoft Excel).
Eligibility will be confirmed by at least 1 member of the GDG. The GDG are experts in the topic and/or research
methodology. Two researchers will extract data into the study database, comparing a sample of each other’s work for
reliability. Discrepancies or difficulties with coding will be resolved through discussion with members of the GDG.

Data to be extracted:

Study characteristics (study ID, year, intervention/comparison, context or setting, recruitment location , randomised N,
diagnosis, target behaviour, 1Q cut-off, run infwashout, inclusion/exclusion criteria, group assignment [number of groups,
randomisation, N cluster], demographics [age, sex, race, 1Q, and so on], funding, publication type, references, risk of bias
[sequence generation, allocation concealment, blinding, missing outcome data, selective outcome reporting])

Comparisons (N, N post-treatment, N follow-up, intervention, target group, dose type, dose, frequency, duration)

Outcomes (outcome type, outcome name, data type, rater, weeks post-randomisation, time point — phase, outcome data
[for example, mean, SD, N, events]).

The quality of individual studies will be assessed using the appropriate NICE quality assessment checklist. The quality of
evidence for each outcome will be assessed using the GRADE approach.

Where appropriate, meta-analysis using a random-effects model will be used to combine results from similar studies.
Alternatively, a narrative synthesis will be used.

If existing reviews are found, the review team with advice from the GDG will assess their quality, completeness, and
applicability to the NHS and to the scope of the guideline. If the GDG agree that a systematic review appropriately
addresses a review question, we will search for studies conducted or published since the review was conducted, and the
GDG will assess if any additional studies could affect the conclusions of the previous review. If new studies could change
the conclusions, we will update the review and conduct a new analysis. If new studies could not change the conclusions of
an existing review, the GDG will use the existing review to inform their recommendations.
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ltem

No.

15.

Item

Analysis of subgroups or
subsets (including sensitivity
analyses)

Details

Repeated observations on participants:

If studies reports results for several periods of follow-up (for example, 4 weeks, 12 weeks and 26 weeks post treatment) the
longest follow-up from each study shall be utilised in analyses. If the GDG feel that periods of follow-up are sufficiently
distanced by time, we shall consider defining several different outcomes, based on different periods of follow-up, and to
perform separate analyses (for example, short-term, medium-term and long-term follow-up).

Method of dealing with missing data

Because imputation of missing data in order to perform a full ITT analysis is controversial, only the results for available
participants will be analysed in meta-analysis. However, for dichotomous outcomes a sensitivity analyses will be carried out
whereby missing data will be imputed according to worst case scenario. Outcomes from the sensitivity analysis will only be
presented if the ITT analysis differs significantly from the available case analysis.

GRADE methods: While considering all of the below, our decisions will mainly be based on those studies that carry the
greatest weight within the outcome. If weight is distributed equally, all studies shall be considered equally.

Risk of bias: mark down 1 ROB if a single study demonstrates a crucial limitation for 1 criterion or some limitations for
multiple, OR if risk of bias across multiple studies is at moderate ROB; mark down 2 if there is a crucial limitation for 1 or
more criteria within a study OR if risk of bias across multiple studies is at high ROB.

Inconsistency: mark down 1 if 12 > 40%; mark down 2 if 12 > 75%. We shall also consider the variability in point estimates,
overlap of Cl and P-value (<0.05) in our decision.

Indirectness: review applicability of intervention, population and comparison. Consider down grading if >33% of population
is not relevant, if the intervention is not aimed primarily at reducing the targeted behaviour that challenges, or if the
comparison may reduce our confidence in the effect.

Imprecision: mark down 1 if optimal information size is not met with multiple studies (Guyatt, 2011); mark down 2 if optimal
information size is not met with a single study.

Publication bias: Where possible, use funnel plots to determine the presence of publication bias. If this is not possible, and
we have a strong suspicion that publication bias is present, mark down a maximum of 1.

Subgroups include:

Population: Children and young people; adults

Degree of learning disability: mild (an 1Q of 50-69), moderate (an 1Q of 35-49), severe (an |Q of 20—34) and profound (an
1Q of less than 20).

Form of challenging behaviour:
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No. Item

Details

Self-injurious behaviour (includes head-banging, scratching, pulling, eye poking, picking, grinding teeth, eating non-
foodstuffs)

Aggressive behaviour toward others (includes biting and scratching, hitting, pinching, grabbing, hair pulling, throwing
objects, verbal abuse, screaming, spitting)

Stereotyped behaviour (including repetitive movements, rocking, repetitive speech and repetitive manipulation of objects).

Non-person directed behaviour (includes damage to property, hyperactivity, stealing, inappropriate sexualised behaviour,
destruction of clothing, incontinence, lack of awareness of danger, withdrawal).

Sensitivity analyses:
Exclude RCT studies with <10 participants per arm.

F.3.5 Topic: Interventions for family and carers

Iltem
No. Item

1. Review question(s)

2.  Sub-question(s)
3. Searches

Details

RQ5.1: In family and carers of people with a learning disability and behaviour that challenges, what are the benefits and
potential harms of interventions aimed at improving their health and well-being?

RQ5.2: What are the benefits and potential harms of strategies aimed at engaging the family and carers of people with a
learning disability and challenging behaviour as a resource in the design, implementation and monitoring of interventions for
the person with a learning disability and challenging behaviour?

RQ#:
RQ5.1,5.2

RCT:
Major bibliographic databases:

CENTRAL (inception to October 2014), CINAHL (inception to October 2014), Embase (inception to October 2014),
MEDLINE/PreMEDLINE (inception to October 2014), PsycINFO (inception to October 2014)

Topic databases:

AEI (inception to October 2014), ASSIA (inception to October 2014), BEI (inception to October 2014), ERIC (inception to
October 2014), IBSS (inception to October 2014), SSCI (inception to October 2014), Sociological Abstracts (inception to
October 2014), Social Services Abstracts (inception to October 2014)
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No.

4,

Item

Condition or domain being
studied

Details

Systematic reviews of RCTSs:

Major bibliographic databases

CDSR (1999 to October 2014), DARE (1999 to October 2014), CINAHL (1999 to October 2014), Embase (1999 to October
2014), MEDLINE/PreMEDLINE (1999 to October 2014), PsycINFO (1999 to October 2014)

Topic databases:

AEI (1999 to October 2014), ASSIA (1999 to October 2014), BEI (1999 to October 2014), ERIC (1999 to October 2014),
IBSS (1999 to October 2014), SSCI (1999 to October 2014), Sociological Abstracts (1999 to October 2014), Social
Services Abstracts (1999 to October 2014)

Note. Conference abstracts will be assessed for eligibility and potentially eligible studies will be checked to determine if they
have been published or made available in a full report.

Other resources of evidence:

o Reference lists of included studies

¢ Registered stakeholders

e Trial authors and drug companies

e Trial registries (http://www.controlled-trials.com/; https://www.clinicaltrialsregister.eu)
e PROSPERO

¢ Non-English-language papers (with English abstracts) will be assessed for eligibility and potentially eligible studies will be
checked to determine if they have been published in an English-language journal. Studies that have not been published in
an English-language journal will not be included in the review.

Note. Unpublished data will only be included where a full trial report is available with sufficient detail to properly assess the
risk of bias. Authors of unpublished evidence will be asked for permission to use such data, and will be informed that
summary data from the study and the study’s characteristics will be published in the full guideline.

Challenging behaviour and learning disabilities.

Definitions:
e Challenging behaviour:
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No. Iltem Details

o ‘Culturally abnormal behaviour(s) of such an intensity, frequency or duration that the physical safety of the person or
others is likely to be placed in serious jeopardy, or behaviour which is likely to seriously limit use of, or result in the
person being denied access to, ordinary community facilities’.

e Learning disabilities:

o Heterogeneous conditions, but are defined by 3 core criteria: lower intellectual ability (usually defined as an 1Q of less
than 70), significant impairment of social or adaptive functioning and onset in childhood. This corresponds to 'mental
retardation’ as described in the major taxonomies DSM-IV and ICD-10.

5.  Participants/population Family and carers of children, young people or adults with a mild, moderate, severe or profound learning disability and

behaviour that challenges. The term ‘carers’ encompasses both family carers and paid carers.

Definitions:
e Family carer:
o Has personal experience of caring for 1 or more persons with CBLD who is a family member;

o Has personal contact with a family member who has CBLD, even though that individual may not reside in the family
home;

o Is not paid to have a personal, continuous relationship with a person with CBLD.

o Not all family carers may be related by blood, but choose to support a person with a learning disability in the way
described abovek. Family matters: counting families in. London: Department of Health.]’

e Paid carer:
o Is paid to care for 1 or more persons with CBLD.

Exclude family and carers of people with coexisting conditions (unless these affect interventions, management or support
for family and carers of people with a learning disability and behaviour that challenges).

6. Intervention(s), exposure(s) Included interventions
All interventions targeted at improving health and well-being of family and carers

Excluded Interventions

I Emerson E. Challenging behaviour: analysis and Intervention in people with learning disabilities. 2nd edition. Cambridge: Cambridge University Press; 2001.
k Adapted from: Ward, C. Family Matters: Counting Families In. London: Department of Health; 2001.
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No. Item

7. Comparator(s)/control

8. Types of study to be
included initially

9. Context

10. Primary/Critical outcomes

Details

Interventions targeted at improving health and well-being of children, young people or adults with a learning disability and
behaviour that challenges.

Studies evaluating the process of interventions rather than outcomes (for example, uptake of programme)
Treatment as usual

No treatment, waitlist control, attention control

Any alternative management strategy

RCTs and systematic reviews of RCTs.
Crossover randomised trials will be included only if data from the first phase is available.

In the first instance, only data from RCTs or systematic reviews of RCTs will be included. If the GDG consider the RCT
evidence to be limited in terms of quality, directness or quantity, the range of included studies will be expanded to
systematic reviews of non-randomised studies (that is, controlled before-after studies, interrupted time-series, small-n
studies, observational studies). Such reviews will only be included if the review team and GDG agree that the systematic
review of non-randomised studies is of adequate quality, completeness, and applicability to the NHS and to the scope of
the guideline.

If no evidence is identified, formal methods of consensus shall be employed to ensure maximum transparency where
possible.

Care and shared care provided or commissioned by health and social care, in whatever care setting the person resides.

RQ5.1

Family and carer quality of life.

Family and carer mental and psychological health outcomes (such as mood and anxiety).
Family and carer stress and resilience.

Family and carer satisfaction.

RQ5.2

Severity, frequency and duration of the targeted behaviour that challenges.
Quality of life.

Family and carer stress and resilience.

Use of inpatient placements (including out-of-area placements).
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No.

11.

12.

Item

Secondary/Important, but
not critical outcomes

Data extraction (selection
and coding)

Details

Service user and carer satisfaction.

RQ5.1

Severity, frequency and duration of the targeted behaviour that challenges.
Adaptive functioning, including communication skills.

Mental and psychological health outcomes (such as mood and anxiety).
Quiality of life

Adverse effects on other people with a learning disability.

Rates of seclusion.

Rates of manual restraint.

Use of psychoactive medication.

Premature death.

Rates of placement breakdown.

Use of inpatient placements (including out-of-area placements).

RQ5.2

Adaptive functioning, including communication skills.

Family and carer mental and psychological health outcomes (such as mood and anxiety).
Mental and psychological health outcomes (such as mood and anxiety).
Quality of life

Adverse effects on other people with a learning disability.

Rates of seclusion.

Rates of manual restraint.

Use of psychoactive medication.

Premature death.

Rates of placement breakdown.

Citations from each search will be downloaded into EndNote and duplicates removed. Records will then be screened
against the eligibility criteria of the review. The unfiltered search results will be saved and retained for future potential re-
analysis. All primary-level studies included after the first scan of citations will be acquired in full and re-evaluated for
eligibility at the time they are being entered into a study database (standardised template created in Microsoft Excel).
Eligibility will be confirmed by at least 1 member of the GDG. The GDG are experts in the topic and/or research
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No.

Item

13. Risk of bias (quality)
assessment

14. Strategy for data synthesis

Details

methodology. Two researchers will extract data into the study database, comparing a sample of each other’s work for
reliability. Discrepancies or difficulties with coding will be resolved through discussion with members of the GDG.

Data to be extracted:

Study characteristics (study ID, year, intervention/comparison, context or setting, recruitment location , randomised N,
diagnosis, target behaviour, 1Q cut-off, run inf/washout, inclusion/exclusion criteria, group assignment [number of groups,
randomisation, N cluster], demographics [age, sex, race, 1Q, and so on], funding, publication type, references, risk of bias
[sequence generation, allocation concealment, blinding, missing outcome data, selective outcome reporting])

Comparisons (N, N post-treatment, N follow-up, intervention, target group, dose type, dose, frequency, duration)

Outcomes (outcome type, outcome name, data type, rater, weeks post-randomisation, time point — phase, outcome data
[for example, mean, SD, N, events]).

The quality of individual studies will be assessed using the appropriate NICE quality assessment checklist. The quality of
evidence for each outcome will be assessed using the GRADE approach.

Where appropriate, meta-analysis using a random-effects model will be used to combine results from similar studies.
Alternatively, a narrative synthesis will be used.

If existing reviews are found, the review team with advice from the GDG will assess their quality, completeness, and
applicability to the NHS and to the scope of the guideline. If the GDG agree that a systematic review appropriately
addresses a review question, we will search for studies conducted or published since the review was conducted, and the
GDG will assess if any additional studies could affect the conclusions of the previous review. If new studies could change
the conclusions, we will update the review and conduct a new analysis. If new studies could not change the conclusions of
an existing review, the GDG will use the existing review to inform their recommendations.

Repeated observations on participants:

If studies reports results for several periods of follow-up (for example, 4 weeks, 12 weeks and 26 weeks post treatment) the
longest follow-up from each study shall be utilised in analyses. If the GDG feel that periods of follow-up are sufficiently
distanced by time, we shall consider defining several different outcomes, based on different periods of follow-up, and to
perform separate analyses (for example, short-term, medium-term and long-term follow-up).

Method of dealing with missing data
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ltem

No.

15.

Item

Analysis of subgroups or
subsets (including sensitivity
analyses)

Details

Because imputation of missing data in order to perform a full ITT analysis is controversial, only the results for available
participants will be analysed in meta-analysis. However, for dichotomous outcomes a sensitivity analyses will be carried out
whereby missing data will be imputed according to worst case scenario. Outcomes from the sensitivity analysis will only be
presented if the ITT analysis differs significantly from the available case analysis.

GRADE methods

While considering all of the below, our decisions will be based a greater amount on those studies that carry the greatest
weight within the outcome. If weight is distributed equally, all studies shall be considered equally.

Risk of bias: mark down 1 ROB if a single study demonstrates a crucial limitation for 1 criterion or some limitations for
multiple, OR if risk of bias across multiple studies is at moderate ROB; mark down 2 if there is a crucial limitation for 1 or
more criteria within a study OR if risk of bias across multiple studies is at high ROB.

Inconsistency: mark down 1 if 12 > 40%; mark down 2 if 12 > 75%. We shall also consider the variability in point estimates,
overlap of Cl and P-value (<0.05) in our decision.

Indirectness: review applicability of intervention, population and comparison. Consider down grading if >33% of population
is not relevant, if the intervention is not aimed primarily at reducing the targeted behaviour that challenges, or if the
comparison may reduce our confidence in the effect.

Imprecision: mark down 1 if optimal information size is not met with multiple studies (Guyatt, 2011); mark down 2 if optimal
information size is not met with a single study.

Publication bias: Where possible, use funnel plots to determine the presence of publication bias. If this is not possible, and
we have a strong suspicion that publication bias is present, mark down a maximum of 1.

Subgroups include:

Population: Family carers, paid carers.

Definitions:
e Family carer:
o Has personal experience of caring for 1 or more persons with CBLD who is a family member;

o Has personal contact with a family member who has CBLD, even though that individual may not reside in the family
home;

o Is not paid to have a personal, continuous relationship with a person with CBLD.

o Not all family carers may be related by blood, but choose to support a person with a learning disability in the way
described above!. Family matters: counting families in. London: Department of Health.]’

| Adapted from: Ward, C. Family Matters: Counting Families In. London: Department of Health; 2001.
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No. Item

F.3.6 Topic: Training or education

Iltem
No. Item

1. Review question(s)

2.  Sub-question(s)
3. Searches

Details

e Paid carer:
o Is paid to care for 1 or more persons with CBLD.

Sensitivity analyses:
Exclude RCT studies with <10 participants per arm

Details

RQ6.1: What are the benefits and potential harms of training and education programmes to allow health and social care
professionals and carers to provide good-quality services and carry out evidence based interventions designed to reduce or
manage behaviour that challenges in people with a learning disability?

RQ#:
RCT:
Major bibliographic databases:

CENTRAL (inception to October 2014), CINAHL (inception to October 2014), Embase (inception to October 2014),
MEDLINE/PreMEDLINE (inception to October 2014), PsycINFO (inception to October 2014)

Topic databases:

AEI (inception to October 2014), ASSIA (inception to October 2014), BEI (inception to October 2014), ERIC (inception to
October 2014), IBSS (inception to October 2014), SSCI (inception to October 2014), Sociological Abstracts (inception to
October 2014), Social Services Abstracts (inception to October 2014)

Systematic reviews of RCTSs:

Major bibliographic databases

CDSR (1999 to October 2014), DARE (1999 to October 2014), CINAHL (1999 to October 2014), Embase (1999 to October
2014), MEDLINE/PreMEDLINE (1999 to October 2014), PsycINFO (1999 to October 2014)

Topic databases:

AEI (1999 to October 2014), ASSIA (1999 to October 2014), BEI (1999 to October 2014), ERIC (1999 to October 2014),
IBSS (1999 to October 2014), SSCI (1999 to October 2014), Sociological Abstracts (1999 to October 2014), Social
Services Abstracts (1999 to October 2014)
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4,

Item

Condition or domain being
studied

Details

Note. Conference abstracts will be assessed for eligibility and potentially eligible studies will be checked to determine if they
have been published or made available in a full report.

Other resources of evidence:

e Reference lists of included studies

¢ Registered stakeholders

¢ Trial authors and drug companies

o Trial registries (http://www.controlled-trials.com/; https://www.clinicaltrialsregister.eu)
¢ PROSPERO

¢ Non-English-language papers (with English abstracts) will be assessed for eligibility and potentially eligible studies will be
checked to determine if they have been published in an English-language journal. Studies that have not been published in
an English-language journal will not be included in the review.

Note. Unpublished data will only be included where a full trial report is available with sufficient detail to properly assess the
risk of bias. Authors of unpublished evidence will be asked for permission to use such data, and will be informed that
summary data from the study and the study’s characteristics will be published in the full guideline.

Challenging behaviour and learning disabilities

Definitions:
e Challenging behaviour:

o ‘Culturally abnormal behaviour(s) of such an intensity, frequency or duration that the physical safety of the person or
others is likely to be placed in serious jeopardy, or behaviour which is likely to seriously limit use of, or result in the
person being denied access to, ordinary community facilities’™.

¢ Learning disabilities:

o Heterogeneous conditions, but are defined by 3 core criteria: lower intellectual ability (usually defined as an 1Q of less
than 70), significant impairment of social or adaptive functioning and onset in childhood. This corresponds to ‘'mental
retardation’ as described in the major taxonomies DSM-IV and ICD-10.

™ Emerson E. Challenging behaviour: analysis and Intervention in people with learning disabilities. 2nd edition. Cambridge: Cambridge University Press; 2001.
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No. Item

5.  Participants/population

6. Intervention(s), exposure(s)

7.  Comparator(s)/control

8.  Types of study to be
included initially

Details

Health and social care professionals, and carers of children, young people or adults with a mild, moderate, severe or
profound learning disability and behaviour that challenges. The term ‘carers’ encompasses both family carers and paid
carers.

Definitions:
e Family carer:
o Has personal experience of caring for 1 or more persons with CBLD who is a family member;

o Has personal contact with a family member who has CBLD, even though that individual may not reside in the family
home;

o Is not paid to have a personal, continuous relationship with a person with CBLD.

o Not all family carers may be related by blood, but choose to support a person with a learning disability in the way
described above". Family matters: counting families in. London: Department of Health.]’

e Paid carer:
o Is paid to care for 1 or more persons with CBLD.

Exclude coexisting conditions (unless these affect interventions, management or support for people with a learning
disability and behaviour that challenges).

Included interventions

Training and education programs to allow health and social care professionals and carers provide good-quality services
and carry out evidence based interventions targeted at the reduction or management of behaviour that challenges.

Excluded interventions
Training or education programs not targeted at the reduction or management of behaviour that challenges.

Treatment as usual
No treatment, waitlist control, attention control
Any alternative management strategy

RCTs and systematic reviews of RCTs.

Crossover randomised trials will be included only if data from the first phase is available.

" Adapted from: Ward, C. Family Matters: Counting Families In. London: Department of Health; 2001.
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9. Context

10. Primary/Critical outcomes

11. Secondary/Important, but
not critical outcomes

12. Data extraction (selection
and coding)

Details

In the first instance, only data from RCTs or systematic reviews of RCTs will be included. If the GDG consider the RCT
evidence to be limited in terms of quality, directness or quantity, the range of included studies will be expanded to
systematic reviews of non-randomised studies (that is, controlled before-after studies, interrupted time-series, small-n
studies, observational studies). Such reviews will only be included if the review team and GDG agree that the systematic
review of non-randomised studies is of adequate quality, completeness, and applicability to the NHS and to the scope of
the guideline.

Care and shared care provided or commissioned by health and social care, in whatever care setting the person resides.

Severity, frequency and duration of the targeted behaviour that challenges.
Effects on carer stress and resilience.

Quiality of life.

Fidelity (using validated measures only)

Service user and carer satisfaction.

Adaptive functioning, including communication skills.

Mental and psychological health outcomes (such as mood and anxiety).

Adverse effects on other people with a learning disability.

Rates of seclusion.

Rates of manual restraint.

Use of psychoactive medication.

Premature death.

Rates of placement breakdown.

Use of inpatient placements (including out-of-area placements).

Citations from each search will be downloaded into EndNote and duplicates removed. Records will then be screened
against the eligibility criteria of the review. The unfiltered search results will be saved and retained for future potential re-
analysis. All primary-level studies included after the first scan of citations will be acquired in full and re-evaluated for
eligibility at the time they are being entered into a study database (standardised template created in Microsoft Excel).
Eligibility will be confirmed by at least 1 member of the GDG. The GDG are experts in the topic and/or research
methodology. Two researchers will extract data into the study database, comparing a sample of each other’s work for
reliability. Discrepancies or difficulties with coding will be resolved through discussion with members of the GDG.

Data to be extracted:
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Item

13. Risk of bias (quality)
assessment

14. Strategy for data synthesis

Details

Study characteristics (study ID, year, intervention/comparison, context or setting, recruitment location , randomised N,
diagnosis, target behaviour, 1Q cut-off, run in/washout, inclusion/exclusion criteria, group assignment [number of groups,
randomisation, N cluster], demographics [age, sex, race, IQ, and so on], funding, publication type, references, risk of bias
[sequence generation, allocation concealment, blinding, missing outcome data, selective outcome reporting])

Comparisons (N, N post-treatment, N follow-up, intervention, target group, dose type, dose, frequency, duration)

Outcomes (outcome type, outcome name, data type, rater, weeks post-randomisation, time point — phase, outcome data
[for example, mean, SD, N, events]).

The quality of individual studies will be assessed using the appropriate NICE quality assessment checklist. The quality of
evidence for each outcome will be assessed using the GRADE approach.

Where appropriate, meta-analysis using a random-effects model will be used to combine results from similar studies.
Alternatively, a narrative synthesis will be used.

If existing reviews are found, the review team with advice from the GDG will assess their quality, completeness, and
applicability to the NHS and to the scope of the guideline. If the GDG agree that a systematic review appropriately
addresses a review question, we will search for studies conducted or published since the review was conducted, and the
GDG will assess if any additional studies could affect the conclusions of the previous review. If new studies could change
the conclusions, we will update the review and conduct a new analysis. If new studies could not change the conclusions of
an existing review, the GDG will use the existing review to inform their recommendations.

Repeated observations on participants:

If studies reports results for several periods of follow-up (for example, 4 weeks, 12 weeks and 26 weeks post treatment) the
longest follow-up from each study shall be utilised in analyses. If the GDG feel that periods of follow-up are sufficiently
distanced by time, we shall consider defining several different outcomes, based on different periods of follow-up, and to
perform separate analyses (for example, short-term, medium-term and long-term follow-up).

Repeated observations on participants:

If studies reports results for several periods of follow-up (for example, 4 weeks, 12 weeks and 26 weeks post treatment) the
longest follow-up from each study shall be utilised in analyses. If the GDG feel that periods of follow-up are sufficiently
distanced by time, we shall consider defining several different outcomes, based on different periods of follow-up, and to
perform separate analyses (for example, short-term, medium-term and long-term follow-up).
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15.

Item

Analysis of subgroups or
subsets (including sensitivity
analyses)

Details

Method of dealing with missing data

Because imputation of missing data in order to perform a full ITT analysis is controversial, only the results for available
participants will be analysed in meta-analysis. However, for dichotomous outcomes a sensitivity analyses will be carried out
whereby missing data will be imputed according to worst case scenario. Outcomes from the sensitivity analysis will only be
presented if the ITT analysis differs significantly from the available case analysis.

GRADE methods

While considering all of the below, our decisions will be based a greater amount on those studies that carry the greatest
weight within the outcome. If weight is distributed equally, all studies shall be considered equally.

Risk of bias: mark down 1 ROB if a single study demonstrates a crucial limitation for 1 criterion or some limitations for
multiple, OR if risk of bias across multiple studies is at moderate ROB; mark down 2 if there is a crucial limitation for 1 or
more criteria within a study OR if risk of bias across multiple studies is at high ROB.

Inconsistency: mark down 1 if 12 > 40%; mark down 2 if 12 > 75%. We shall also consider the variability in point estimates,
overlap of Cl and P-value (<0.05) in our decision.

Indirectness: review applicability of intervention, population and comparison. Consider down grading if >33% of population
is not relevant, if the intervention is not aimed primarily at reducing the targeted behaviour that challenges, or if the
comparison may reduce our confidence in the effect.

Imprecision: mark down 1 if optimal information size is not met with multiple studies (Guyatt, 2011); mark down 2 if optimal
information size is not met with a single study.

Publication bias: Where possible, use funnel plots to determine the presence of publication bias. If this is not possible, and
we have a strong suspicion that publication bias is present, mark down a maximum of 1.

Subgroups include:

Population: Health and social care professionals, family carers, paid carers.

Sensitivity analyses:
Exclude RCT studies with <10 participants per arm
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F.3.7 Topic: Organisation and delivery of care

Item
No. Iltem Details
1. Review question(s) RQ7.1: In people with a learning disability and behaviour that challenges, what are the effective models for transition
between services (for example child-adult, adult-older adult, NHS-social care/residential)? To answer this question,
consideration should be given to:
the structure, design and delivery of care pathways
the nature and duration of support provided during transition
2.  Sub-question(s) RQ#:
3. Searches RCT:

Major bibliographic databases:

CENTRAL (inception to October 2014), CINAHL (inception to October 2014), Embase (inception to October 2014),
MEDLINE/PreMEDLINE (inception to October 2014), PsycINFO (inception to October 2014)

Topic databases:

AEI (inception to October 2014), ASSIA (inception to October 2014), BEI (inception to October 2014), ERIC (inception to
October 2014), IBSS (inception to October 2014), SSCI (inception to October 2014), Sociological Abstracts (inception to
October 2014), Social Services Abstracts (inception to October 2014)

Systematic reviews of RCTSs:

Major bibliographic databases

CDSR (1999 to October 2014), DARE (1999 to October 2014), CINAHL (1999 to October 2014), Embase (1999 to October
2014), MEDLINE/PreMEDLINE (1999 to October 2014), PsycINFO (1999 to October 2014)

Topic databases:

AEI (1999 to October 2014), ASSIA (1999 to October 2014), BEI (1999 to October 2014), ERIC (1999 to October 2014),
IBSS (1999 to October 2014), SSCI (1999 to October 2014), Sociological Abstracts (1999 to October 2014), Social
Services Abstracts (1999 to October 2014)

Note. Conference abstracts will be assessed for eligibility and potentially eligible studies will be checked to determine if they
have been published or made available in a full report.

Other resources of evidence:

e Reference lists of included studies
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ltem
No. Item

4.  Condition or domain being
studied

5. Participants/population

6. Intervention(s), exposure(s)
7.  Comparator(s)/control

Details

¢ Registered stakeholders

e Trial authors and drug companies

e Trial registries (http://www.controlled-trials.com/; https://www.clinicaltrialsregister.eu)
e PROSPERO

o Non-English-language papers (with English abstracts) will be assessed for eligibility and potentially eligible studies will be
checked to determine if they have been published in an English-language journal. Studies that have not been published in
an English-language journal will not be included in the review.

Note. Unpublished data will only be included where a full trial report is available with sufficient detail to properly assess the
risk of bias. Authors of unpublished evidence will be asked for permission to use such data, and will be informed that
summary data from the study and the study’s characteristics will be published in the full guideline.

Challenging behaviour and learning disabilities.

Definitions:
¢ Challenging behaviour:

o ‘Culturally abnormal behaviour(s) of such an intensity, frequency or duration that the physical safety of the person or
others is likely to be placed in serious jeopardy, or behaviour which is likely to seriously limit use of, or result in the
person being denied access to, ordinary community facilities’.

¢ Learning disabilities:

o Heterogeneous conditions, but are defined by 3 core criteria: lower intellectual ability (usually defined as an IQ of less
than 70), significant impairment of social or adaptive functioning and onset in childhood. This corresponds to 'mental
retardation’ as described in the major taxonomies DSM-IV and ICD-10.

Children, young people and adults with a mild, moderate, severe or profound learning disability and behaviour that
challenges

Exclude coexisting conditions (unless these affect interventions, management or support for people with a learning
disability and behaviour that challenges).

Models for transition between services
Treatment as usual

° Emerson E. Challenging behaviour: analysis and Intervention in people with learning disabilities. 2nd edition. Cambridge: Cambridge University Press; 2001.
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ltem
No. Item

8.  Types of study to be
included initially

9. Context

10. Primary/Critical outcomes

11. Secondary/Important, but
not critical outcomes

12. Data extraction (selection
and coding)

Details

No treatment, waitlist control, attention control
Any alternative management strategy

RCTs and systematic reviews of RCTs.

Crossover randomised trials will be included only if data from the first phase is available.

In the first instance, only data from RCTs or systematic reviews of RCTs will be included. If the GDG consider the RCT
evidence to be limited in terms of quality, directness or quantity, the range of included studies will be expanded to
systematic reviews of non-randomised studies (that is, controlled before-after studies, interrupted time-series, small-n
studies, observational studies). Such reviews will only be included if the review team and GDG agree that the systematic
review of non-randomised studies is of adequate quality, completeness, and applicability to the NHS and to the scope of
the guideline.

Transition between services (for example child-adult, adult-older adult, NHS-social care/residential)

Severity, frequency and duration of the targeted behaviour that challenges.
Quality of life.

Rates of placement breakdown.

Use of inpatient placements (including out-of-area placements).

Effects on carer stress and resilience.

Service user and carer satisfaction.

Adaptive functioning, including communication skills.

Mental and psychological health outcomes (such as mood and anxiety).
Adverse effects on other people with a learning disability.

Rates of seclusion.

Rates of manual restraint.

Use of psychoactive medication.

Premature death.

Citations from each search will be downloaded into EndNote and duplicates removed. Records will then be screened
against the eligibility criteria of the review. The unfiltered search results will be saved and retained for future potential re-
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ltem

No.

13.

14.

15.

Item

Risk of bias (quality)
assessment

Strategy for data synthesis

Analysis of subgroups or
subsets (including sensitivity
analyses)

Details

analysis. All primary-level studies included after the first scan of citations will be acquired in full and re-evaluated for
eligibility at the time they are being entered into a study database (standardised template created in Microsoft Excel).
Eligibility will be confirmed by at least 1 member of the GDG. The GDG are experts in the topic and/or research
methodology. Two researchers will extract data into the study database, comparing a sample of each other’s work for
reliability. Discrepancies or difficulties with coding will be resolved through discussion with members of the GDG.

Data to be extracted:

Study characteristics (study ID, year, intervention/comparison, context or setting, recruitment location , randomised N,
diagnosis, target behaviour, 1Q cut-off, run infwashout, inclusion/exclusion criteria, group assignment [number of groups,
randomisation, N cluster], demographics [age, sex, race, 1Q, and so on], funding, publication type, references, risk of bias
[sequence generation, allocation concealment, blinding, missing outcome data, selective outcome reporting])

Comparisons (N, N post-treatment, N follow-up, intervention, target group, dose type, dose, frequency, duration)

Outcomes (outcome type, outcome name, data type, rater, weeks post-randomisation, time point — phase, outcome data
[for example, mean, SD, N, events]).

The quality of individual studies will be assessed using the appropriate NICE quality assessment checklist. The quality of
evidence for each outcome will be assessed using the GRADE approach.

Where appropriate, meta-analysis using a random-effects model will be used to combine results from similar studies.
Alternatively, a narrative synthesis will be used.

If existing reviews are found, the review team with advice from the GDG will assess their quality, completeness, and
applicability to the NHS and to the scope of the guideline. If the GDG agree that a systematic review appropriately
addresses a review question, we will search for studies conducted or published since the review was conducted, and the
GDG will assess if any additional studies could affect the conclusions of the previous review. If new studies could change
the conclusions, we will update the review and conduct a new analysis. If new studies could not change the conclusions of
an existing review, the GDG will use the existing review to inform their recommendations.

Subgroups include:
Population: Children and young people; adults

Degree of learning disability: mild (an I1Q of 50-69), moderate (an 1Q of 35-49), severe (an |Q of 20—34) and profound (an
1Q of less than 20).

Form of challenging behaviour:
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ltem
No. Item

F.3.8 Topic: Experience of care

Iltem
No. Item

1. Review question(s)

2. Sub-question(s)
3. Searches

Details

Self-injurious behaviour (includes head-banging, scratching, pulling, eye poking, picking, grinding teeth, eating non-
foodstuffs, Aggressive behaviour toward others (includes biting and scratching, hitting, pinching, grabbing, hair pulling,
throwing objects, verbal abuse, screaming, spitting).

Stereotyped behaviour (including repetitive movements, rocking, repetitive speech and repetitive manipulation of objects).

Non-person directed behaviour (includes damage to property, hyperactivity, stealing, inappropriate sexualised behaviour,
destruction of clothing, incontinence, lack of awareness of danger, withdrawal).

Details

RQ8.1: In people with a learning disability and behaviour that challenges, what are their experiences of having a learning
disability and behaviour that challenges, of access to services, and of treatment?

RQ8.2: For the family carers of people with a learning disability and behaviour that challenges, what are their experiences of
caring for people with a learning disability and behaviour that challenges, and what support is available for families, partners
and carers?

N/A
Q8.1,8.2

Major bibliographic databases
CINAHL (1999 to October 2014), Embase (1999 to October 2014), MEDLINE/PreMEDLINE (1999 to October 2014),
PsycINFO (1999 to October 2014)

Topic databases:

AEI (1999 to October 2014), ASSIA (1999 to October 2014), BEI (1999 to October 2014), ERIC (1999 to October 2014), IBSS
(1999 to October 2014), SSCI (1999 to October 2014), Sociological Abstracts (1999 to October 2014), Social Services
Abstracts (1999 to October 2014)

Other resources of evidence:

e Reference lists of included studies
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ltem
No. ltem

4. Condition or domain being
studied

5. Perspective

Details
¢ PROSPERO

e Conference abstracts will be assessed for eligibility and potentially eligible studies will be checked to determine if they have
been published in full.

¢ Non-English-language papers (with English abstracts) will be assessed for eligibility and potentially eligible studies will be
checked to determine if they have been published in an English-language journal. Studies that have not been published in
an English-language journal will not be included in the review.

Note. Unpublished data will only be included where a full study report is available with sufficient detail to properly assess the
risk of bias. Authors of unpublished evidence will be asked for permission to use such data, and will be informed that
summary data from the study and the study’s characteristics will be published in the full guideline.

Challenging behaviour and learning disabilities

Definitions:
¢ Challenging behaviour:

o ‘Culturally abnormal behaviour(s) of such an intensity, frequency or duration that the physical safety of the person or
others is likely to be placed in serious jeopardy, or behaviour which is likely to seriously limit use of, or result in the person
being denied access to, ordinary community facilities’s.

¢ Learning disabilities:

o Heterogeneous conditions, but are defined by 3 core criteria: lower intellectual ability (usually defined as an IQ of less
than 70), significant impairment of social or adaptive functioning and onset in childhood. This corresponds to ‘mental
retardation’ as described in the major taxonomies DSM-IV and ICD-10.

RQ8.1 People with a learning disability and behaviour that challenges
RQ8.2 Family carer of people with a learning disability and behaviour that challenges.

Definition of family carer:

Has personal experience of caring for 1 or more persons with CBLD who is a family member;

Has personal contact with a family member who has CBLD, even though that individual may not reside in the family home;
Is not paid to have a personal, continuous relationship with a person with CBLD.

P Emerson E. Challenging behaviour: analysis and Intervention in people with learning disabilities. 2nd edition. Cambridge: Cambridge University Press; 2001.
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ltem
No.

10.

11.

12.

13.

ltem

Phenomenon of interest

Comparison

Types of study to be
included initially

Setting

Primary
outcome/Evaluation

Data extraction (selection
and coding)

Risk of bias (quality)
assessment

Strategy for data synthesis

Details
Not all family carers may be related by blood, but choose to support a person with a learning disability in the way described
above®.

RQ8.1 The individuals experiences of i) having a learning disability and behaviour that challenges, ii) of access to services,
and iii) of treatment.

RQ8.2: The family carers experiences of i) caring for people with a learning disability and behaviour that challenges, ii) the
support available.

e Usual care

¢ No intervention.

Systematic reviews and qualitative research.

Care and shared care provided or commissioned by health and social care, in whatever care setting the person resides.
RQ8.1

Experience of having a learning disability and behaviour that challenges

Experience of access to services

Experience of treatment

RQ8.2

Experience of caring for people with a learning disability and behaviour that challenges

Experience of the support available

Citations from each search will be downloaded into EndNote and duplicates removed. Records will then be screened against
the eligibility criteria of the review. The unfiltered search results will be saved and retained for future potential re-analysis. All
primary-level studies included after the first scan of citations will be acquired in full and re-evaluated for eligibility at the time
they are being entered into a study database (standardised template created in Microsoft Excel). Eligibility will be confirmed
by at least 1 member of the GDG. The GDG are experts in the topic and/or research methodology. Two researchers will
extract data into the study database, comparing a sample of each other’s work for reliability. Discrepancies or difficulties with
coding will be resolved through discussion with members of the GDG.

The quality of individual studies will be assessed using the appropriate NICE quality assessment checklist.

Thematic synthesis will be used.

9 Adapted from: Ward, C. Family Matters: Counting Families In. London: Department of Health; 2001.
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If existing reviews are found, the review team with advice from the GDG will assess their quality, completeness, and
applicability to the NHS and to the scope of the guideline. If the GDG agree that a systematic review appropriately addresses
a review question, we will search for studies conducted or published since the review was conducted, and the GDG will
assess if any additional studies could affect the conclusions of the previous review. If new studies could change the
conclusions, we will update the review and conduct a new analysis. If new studies could not change the conclusions of an
existing review, the GDG will use the existing review to inform their recommendations.

14. Analysis of subgroups or N/A
subsets
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Appendix G: Research recommendations

The Guideline Development Group has made the following recommendations for research,
based on its review of evidence, to improve NICE guidance and patient care in the future.

Preventing behaviour that challenges from developing in
children aged under 5 years with a learning disability

Can positive behaviour support provided for children aged under 5 years with a learning
disability reduce the risk of developing behaviour that challenges?

Why this is important

Behaviour that challenges is common in children with a learning disability and can have a
considerable impact on them and their family members or carers. It is a common reason for
residential placement with associated high costs. Positive behaviour support aims to reduce
behaviour that challenges and increase quality of life through teaching new skills and
adjusting the environment to promote positive behaviour changes. Early intervention with
children at risk of developing behaviour that challenges offers an opportunity to significantly
enhance their life and that of their family members or carers.

The question should be addressed by a programme of research that includes:

¢ developing interventions to prevent behaviour that challenges from developing in children
aged under 5 years

e assessing the feasibility of the formal evaluation of the interventions in a randomised
controlled trial

¢ testing the clinical and cost effectiveness of the interventions in a large-scale randomised
controlled trial with long-term follow-up

¢ evaluating the implementation of the interventions in routine care.

Interventions to reduce the frequency and extent of
moderate to severe behaviour that challenges in
community settings

Are interventions based on the science and practice of applied behaviour analysis or
antipsychotic medication, or a combination of these, effective in reducing the frequency and
severity of behaviour that challenges shown by adults with a learning disability?

Why this is important

Behaviour that challenges is common in adults with a learning disability and can have a
considerable impact on them and their family members or carers. It is also a common reason
for hospital or residential placement. There is limited evidence for the effectiveness of either
applied behaviour analysis or antipsychotic medication, or a combination of these in
community settings. Little is known about which people respond best to which interventions
or about the duration of the interventions. There is considerable evidence of the over use of
medication and of limited skills and competence in delivering behavioural interventions.

The question should be addressed by a programme of research evaluating these
interventions that includes:

¢ developing a protocol for assessing moderate to severe behaviour that challenges that:
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o characterises the nature and function of the behaviour

o assesses all coexisting problems that may contribute to the behaviour developing or
being maintained

¢ developing protocols for delivering and monitoring the interventions to be tested (including
how any currently provided interventions will be stopped)

e assessing the feasibility of the formal evaluation of the interventions in a randomised
controlled trial (in particular, recruitment)

¢ testing the comparative clinical effectiveness (including moderators and mediators) and
cost effectiveness of the interventions in a large-scale randomised controlled trial.

Locally accessible care

Does providing care where people live compared with out-of-area placement lead to
improvements in both the clinical and cost effectiveness of care for people with a learning
disability and behaviour that challenges?

Why this is important

Many out-of-area care placements for people with a learning disability and behaviour that
challenges are a long way from their home. This can have a considerable impact, limiting a
family member or carer’s ability to care for the person and leading to poorer outcomes and
increased costs. It is widely recognised that locally accessible care settings could be
beneficial and could reduce costs but there is no strong empirical evidence to support this. In
the absence of such evidence significant numbers of out-of-area placements continue to be
made.

The question should be addressed by a programme of research that includes:

¢ a needs assessment and the care costs of a consecutive cohort of 250 people who have
been placed in out-of-area care in a 2-year period

¢ developing standards for a range of support programmes designed to meet people’s
needs, which would provide detailed information on:

o the needs to be meet
o the nature of the care environments
o the support, including specialist staff, needed

¢ testing the clinical and cost effectiveness of ‘close to home’ or home-based care that meet
the developed standards (compared with consecutive cohorts in out-of-area placements).

Factors associated with sustained, high-quality residential
care

What factors (including service organisation and management, staff composition, training
and supervision, and the content of care and support) are associated with sustained high-
quality residential care for people with a learning disability and behaviour that challenges?

Why this is important

The quality of residential care for people with a learning disability and behaviour that
challenges remains an issue of national concern. Reviews (most recently of Winterbourne
View Hospital) have identified failings in care. Although recommendations have been made
this has not led to a significant and sustained improvement in care. It is important to
understand how improvement can be maintained.
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The question should be addressed by a programme of research that includes:

e a systematic review of the factors associated with sustained and beneficial change in
health and social care organisations

e designing service-level interventions to support the implementation of these standards of
care developed from the systematic review

e testing the clinical and cost effectiveness of service-level interventions in residential units
through the formal evaluation of a quality improvement programme established to
introduce the new standards (the follow-up period should be for a minimum of 3 years
after the implementation of the intervention).
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