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Abstract

Background

Environmental changes can have positive impact on mental illness. Systematic
planned and guided environmental change in all its aspects is called
nidotherapy. It has shown benefit in two randomised trials but has not yet
been tested in whole communities.

Methods/Design

A cluster-randomised step wedged trial is planned in six village communities in
Nottinghamshire, England covering an adult population of 622. The population
in all six villages will be offered a full nidotherapy assessment followed by
agreed environmental change in different three-month periods over the course
of one year. All six villages have populations between 51 and 120 residents
and are similar demographically.

All adults in the six villages (total 442) will be approached to take part in the
study. They will be asked to complete assessments of mental health,
personality status, social function, quality of life and an environmental
satisfaction form on three occasions. The primary outcome will change in social
function, secondary outcomes include health related quality of life, anxiety and
depressive symptoms, personality status, costs of nidotherapy and life
satisfaction. Adverse events will also be recorded.

The analysis will be carried out using intention to treat together with
imputation of missing data. Analysis will be separated into three components:
(i) the change in scores of the primary outcome (social function),(ii) change in
scores of all secondary outcomes, including costs, (iii) changes in
environmental satisfaction.

Conclusions
This will be the first to examine the benefit of systematic collaborative

environmental change on mental health in a whole community. (250 words)

Trial registration: Current Controlled Trials: ISRCTN being submitted
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BACKGROUND

There has been considerable interest in the positive effects of environmental
change in the management of mental illness and the promotion of well-being.
Many of these have involved exposing people to natural surroundings,
particularly the green environment, and there is growing evidence that such
interventions improve mental health mainly by reducing depression and
anxiety symptoms (1-5). These interventions are not usually introduced for
specific health problems in the mentally ill apart from life-style elements to
improve cardiovascular health (2). Community studies have also shown that
greening unsatisfactory waste environments has a positive impact on the
mental functioning of communities (6-9).

However, all these interventions are decided by external agencies, not by
people or patients themselves. Nidotherapy, a planned personal collaborative
environmental change was developed in 2002 (10) and has been in use in the
NHS and internationally for 25 years but only in a few limited places.
Nidotherapy is an individual therapy but differs from all other psychotherapies
in that it focuses entirely on changing the environment, not the person and has
been highly praised for its attention to individual needs (11). Although it is
superficially similar other environmental interventions such as social
prescribing it differs in that patient themselves choose the environmental
interventions they would like to be implemented. The task of the nidotherapist
is to determine by a full assessment of individual capabilities and motivation if
the change is feasible, and then help to facilitate its attainment (12).

Nidotherapy has been tested in two small controlled trials, one in severe
mental illness and one in people with intellectual disability. The first of these
was carried out in patients with severe mental illness and personality disorder
in an inner-city service. This showed evidence of cost-effectiveness by reducing
hospital in-patient care and promoting better community placement (13),
improving social function in those with comorbid substance use (14), and
meriting a Cochrane review (15). The second trial was carried out in patients
with intellectual disability who showed challenging behaviour and in view of
the limited mental capacity of the patients the training in nidotherapy was
carried out with staff. This trial also showed benefit in reducing challenging
behaviour compared with the enhanced care programme approach but the
benefits did not show immediately (16). There has also been another study



showing problems in providing choice in nidotherapy in forensic patients (17)
and a series of case studies showing long-term benefit after treatment (18-19).

The proposed study intends to extend the scope of nidotherapy into a whole
population setting where there is more opportunity for individual needs to be
matched up with others in the community. For example, one of the main
causes of poor mood in elderly people living alone is loneliness. Interventions
to improve this have had limited success (20) but in a community setting
environmental interventions to improve social involvement could be made
easily if fellow neighbours were able to meet lonely individuals in common
activities. These could be facilitated by nidotherapy.

Research objectives

The primary objective of the trial is to determine if nidotherapy given in a
whole community setting is more effective in improving social function than a
mere demonstration of nidotherapy principles in other whole communities.
The secondary objectives are to determine if nidotherapy also improves
depressive and anxiety symptoms, quality of life, personality functioning, and
satisfaction with care to a greater extent than just demonstration of principles.
We also wish to determine if nidotherapy is cost-effective by recording all the
costs associated with its administration.

Methods

The trial design is a cluster randomised controlled trial using a step-wedge
design of nidotherapy to be given to all adult residents (18 or over) in six
villages in Nottinghamshire in central England. The plan is to randomise the six
villages into three groups each containing two villages, with active nidotherapy
being given to each group for a period of 3 months. As the project will explain
the principles of nidotherapy from the start of the study, when the people in
villages are not receiving active nidotherapy they will represent a passive
nidotherapy control population.

Study setting

The six villages are Cotham, Hawton, Kilvington, Alverton, Thorpe and
Sibthorpe (total population, 422). Each village has similar demographic
characteristics with most residents over the age of 60, with no economically
deprived areas, with living in owned properties. Each village has a church but
no shops.



Eligibility criteria

The intention is to recruit all who satisfy the eligibility criteria to be involved in
the trial.

Inclusion criteria:
Aged 18 or over

Exclusion criteria:

Impaired mental capacity leading to inability to consent

Serious physical illness preventing the possibility of planned environmental
change

Inability to speak English sufficiently well to understand all parts of the trial

Statistical design

The trial will be of randomised clustered step-wedge design with two arms.
Two randomisations will be carried out at three steps. The trial will proceed in
three steps. In the first step two villages will be randomly selected for
nidotherapy, with the other four as controls. At step two, another two villages
of the remaining four will be randomised to nidotherapy with the other four
villages as controls, although there may be carry-over effects of nidotherapy in
the first two villages selected. In the third step the remaning two villages will
receive nidotherapy. Thus the two villages receiving nidotherapy at first
randomisation will have two periods to observe the post-treatment effects,
with the second two having one period to observe the post-treatment effects.
The last two villages will have nidotherapy completed nine months after the
trial starts and a final follow-up will take place after one year.

Mixed effects models are well known to MY and are proposed for the data
analysis of this trial design, including the assessment of carry-over effects of
nidotherapy in the first four villages randomised.

Interventions
All villages:

The eligible inhabitants of all villages will receive an explanation of nidotherapy
and a rounded assessment of their present circumstances, their personal



strengths and motivations, and mental health status. This is presented as a
rough mental health assessment but with no further intervention. A good
assessment of general functioning and personality is an important part of

environmental selection in nidotherapy.

Nidotherapy villages:

The procedure described for all villages will be followed but in the active
nidotherapy villages further assessments prior to any changes will include an
environmental analysis involving social, physical and personal aspects,
matching of personality characteristics with the development of an
environmental intervention using a formal procedure (or if no intervention is
required a plan for future change) and a timetable (nidopathway) with
subsequent monitoring of progress (21). Because the choice of environmental
change is made by the patient the course cannot be predicted in advance but
in most cases the main components are completed within two months, and for
the purposes of the trial all intervention will be completed by three months.

Nidotherapy will be administered by therapists, or, more accurately, trained
environmental facilitators, who have completed training in the subject by a
combination of theoretical learning and practice under supervision. This
enables a full assessment of personality strengths and motivations and allows
the right choice of intervention to follow. Some of the practical aspects of
achieving environmental change many also require nidotherapy volunteers
who have also been trained in the principles of nidotherapy. A significant
proportion of these will come from undergraduates and postgraduates of
Nottingham Trent University.

Examples of the changes achieved in nidotherapy range from community ones
to improve social isolation, employment interventions, improving local
amenities, help in relationships, and bigger changes such as a change of
housing arrangements. The main advantage of community involvement is joint
decision making between members of the village, allowing shared benefits to
be attained. If nidotherapy is embraced across the village further benefits
could be achieved. Equipoise is present to the extent that unsolicited
interventions to people who do not ask for them might be perceived negatively
and lead to rejection.

Ethical aspects



All subjects taking part in the study will receive a participation information
sheet and complete a signed consent form. We will follow the Helsinki
Declaration criteria in that participants will have the right to cease involvement
in the study and to withdraw from the trial at any time and for any reason,
without prejudice to his or her future care. An investigator may also withdraw
a participant from the trial at any time in the interests of the participant’s
health and well-being or for administrative reasons.

Assessments
Baseline (preceded by randomisation):

All subjects will receive a baseline assessment to determine eligibility and
agreement to take part in all parts of the trial. This will be preceded by
publicity from local news outlets.

Each of the subjects agreeing to take part will complete the following
assessments, deliberately chosen to be relatively short and easy to complete in
all groups:

Work &Social Adjustment Scale (WSA)(22), a well tested measure (23)
Structured Assessment of Personality - Abbreviated Scale (SAPAS)(24)
Assessment of Personality Strengths Scale (APSS)(25)

Hospital Anxiety and Depression Scale (HADS) (26)

Personality Assessment Questionnaire for ICD-11 (27)

Recovering Quality of Life (ReQol) (28)

Personality Assessment Schedule for ICD-11 (PAS-ICD11)(29)

A satisfaction scale (30) and the WSA (22) will be completed at 1 year.

O NO U R WNE

Costs of all approach for costing interventions.

These instruments can take up to one hour to complete but this is much
shorter in the absence of pathology. They are needed to achieve a good
baseline assessment for good environmental decisions to be made.

Second assessment Three months after baseline assessment, further
randomisation if step-wedge design used

The assessments apart from the personality ones will be completed in all
subjects.



Third assessment 6 months after baseline

The assessments apart from the personality ones will be completed in all
subjects.

Fourth assessment at 9 months.
All the assessments at baseline will be repeated at 9 months.
Follow-up

After one year the WSA scale (22) and satisfaction scale (30) will be completed,
and an adverse event scale derived from the work of Klatte et al (31) will be
administered to determine any adverse events in either arm of the trial.

Funding: In progress. £50K support from NIDUS-UK obtained to date.
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